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Alllance”
February 15, 2019

Centers for Medicare and Medicaid Services
Department of Health and Human Services
7500 Security Boulevard

Baltimore, MD 21244-1850

Dear Administrator Verma:

As we approach the one year anniversary of the expansion of the Medicare Diabetes Prevention
Program (MDPP) model, the Diabetes Advocacy Alliance (DAA) is writing to offer some thoughts
about possible modifications that would improve the accessibility and uptake of the MDPP
benefit. Expansion of the National Diabetes Prevention Program (National DPP) to eligible
Medicare beneficiaries has the potential to completely transform the trajectory of a pervasive
and costly chronic disease. CMS has taken an important step to empower beneficiaries at risk
for type 2 diabetes to prevent or delay the disease’s onset and reach their full health potential
through this program. Successful implementation of this benefit is a top priority for our
organizations, and we are committed to working with CMS to ensure that eligible beneficiaries
have access to qualified programs that suit their individual needs and drive better health
outcomes.

The DAA has several recommendations we’d like to offer to help increase the number of
organizations enrolling as MDPP suppliers as well as increasing the number of Medicare
beneficiaries who utilize the MDPP benefit and participate in a diabetes prevention program.
The DAA urges you to address and incorporate the below recommendations in the FY2020
Medicare Physisican Fee Schedule proposed rule.

Overarching Theme -- Align MDPP services with evidence base & CDC National DPP

During the MDPP rulemaking process, the DAA urged CMS to align with the Centers for Disease
Control and Prevention’s (CDC) Diabetes Prevention Recognition Program (DPRP) guidelines to
maintain close alignment with the evidence-based DPRP so MDPP suppliers are not hampered
by conforming to two different and complex standards. We appreciate that CMS has aligned
closely with the CDC National Diabetes Prevention Program (National DPP) standards but
encourage CMS to further align with the evidence base where misalignment currently exists.
We call out several examples below including the once-per-lifetime limit and coverage of virtual
DPPs as areas of inconsistency and misalignment between the DPRP and MDPP.

In addition, the DAA encourages CMS to align the weight loss thresholds in MDPP with the
DPRP as well as those cited in the original Diabetes Prevention Program study. Further, the two
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programs have inconsistent blood-based screening requirements with a higher value of fasting
plasma glucose (FPG) needed in MDPP. We encourage CMS to further align with the CDC DPRP
standards in these areas. The two different values serve as a barrier to clinical practices
adhering to evidence-based screening guidelines.

Modify reimbursement to cover reasonable costs

The DAA is concerned that current MDPP reimbursement levels do not cover MDPP supplier
reasonable costs. We encourage CMS to modify MDPP reimbursement to ensure payments for
core and maintenance sessions are structured and resourced in a way that supports the patient
and enables them to get the services they need. We urge CMS to consider payment levels that
adequately cover the cost of providing core and maintenance session services, respectively. In
addition, we ask CMS to ensure that MDPP suppliers receive MDPP payments in a timely
manner. Small community-based organizations do not have the capital on hand to wait months
to receive payments. DAA is concerned about the impact payment delays could have on the
ability of some MDPP suppliers to remain part of the program if long waits exist.

The DAA also urges CMS to consider the distribution (as opposed to the amount) of payments
over the course of the program. For example, most supplier costs (e.g., administrative costs,
staffing, beneficiary engagement, recruitment, etc.) are incurred up front or in the initial weeks
of the program. This requires MDPP suppliers to amass enough capital to pay for this largely on
their own until they receive the first outcomes-based payments. Addressing these capital-
related concerns will allow for a greater variety and number of MDPP suppliers (i.e., more
community-based suppliers) to offer DPP to Medicare beneficiaries. We recognize and
appreciate that CMS has already taken some steps to address this but we urge CMS to increase
and rebalance reimbursement in the first year in future rule-making.

Provide targeted solutions for special populations

The DAA is concerned the existing MDPP benefit does not allow for targeted solutions for
special populations including but not limited to dual eligibles. The current payment structure
does not consider socioeconomic status. As noted in MDPP rule-making, low-income
participants lose, on average, one percentage point less weight than other participants. Given
that evidence shows that type 2 diabetes is most prevalent in underserved communities and
the CDC has identified this as a priority area of DPP expansion,! we strongly urge CMS to allow
for targeted solutions, including but not limited to payment adjustments, for special
populations.

Additionally, evidence shows that patients who achieve weight loss of just 2% to 5% reap health
benefits including improved glucose, systolic blood pressure, and triglycerides.? DAA is pleased
that the CDC has previously acknowledged the impact of socioeconomic status on achieving

! https://www.cdc.gov/diabetes/programs/national-dpp-foa/index.html
2 Wing RR, Lang W, Wadden TA, et al. Benefits of modest weight loss in improving cardiovascular risk factors in
overweight and obese individuals with type 2 diabetes. Diabetes Care 2011; 34: 1481-1486.



https://www.cdc.gov/diabetes/programs/national-dpp-foa/index.html

National DPP goals but specific solutions must be identified for special populations across
MDPP and National DPP.

First, we urge immediate, targeted relief from the requirement that each beneficiary achieve
5% weight loss in order for ongoing maintenance sessions to be covered by Medicare. This
relief should apply to all dual eligible beneficiaries enrolled in MDPP and to all Medicare
beneficiaries receiving MDPP services in low-income or underserved areas.

Additionally, insofar as transportation availability and costs can deter MDPP attendance, CMS
should provide supplemental payments to suppliers in underserved areas for the purpose of
mitigating transportation for participating beneficiaries. Medicaid diabetes prevention program
demonstrations have identified transportation as an acute barrier and we encourage CMS to
address it in the MDPP.

Finally, we urge CMS to continue to align with CDC and the DPRP and to encourage and/or
incentivize suppliers, through fully transparent policy, to deliver MDPP in low-income areas.

Remove the once-per-lifetime limit

The DAA is seriously concerned about the once-per-lifetime limit for MDPP. The once-per-
lifetime limit punitively denies some beneficiaries the benefits of a program that reduces
Medicare expenditures while also improving health outcomes and quality of life for those at risk
for diabetes. Research demonstrates that weight loss is extremely difficult and complex and
some beneficiaries may need multiple attempts to be successful.> The Medicare program
publicly acknowledges the science showing the need for repeated use of healthy lifestyle
counseling for weight management in its current coverage policy for obesity counseling. Under
the Medicare obesity counseling benefit, doctors are allowed to reassess a beneficiary for
additional obesity preventive benefits after a six month period if they failed to achieve the
original weight loss goal (6.6 Ibs).* Smoking cessation is another example of a difficult and
dramatic lifestyle change that can require multiple attempts.® In this area too, Medicare
coverage policy is aligned with the literature on tobacco cessation and Medicare covers
smoking cessation services two times per year for beneficiaries.® The majority of private payers

3 Wing RR and Phelan S. Long-term weight loss maintenance. American Journal of Clinical Nutrition 2005; 82: 2225-
2255.

4 Centers for Medicare & Medicaid Services. National coverage determination (NCD) for intensive behavioral
therapy for obesity, November 2011. Available online: https://www.cms.gov/medicare-coverage-
database/details/ncd-
details.aspx?NCDId=353&ncdver=1&CoverageSelection=Both&ArticleType=All&PolicyType=Final&s=All&KeyWord=
obesity&KeyWordLookUp=Title&KeyWordSearchType=And&bc=gAAAABAAAAAA

5 Jones J. Smoking habits stable; most would like to quit. Gallup News
Services, 2006. http://www.gallup.com/poll/23791/smoking-habits-stable-most-would-like-quit.aspx (accessed 21
Aug 2013).

6 Centers for Medicare & Medicaid Services. National coverage determination (NCD) for smoking and tobacco-use
cessation counseling, March 2005. Available online: https://www.cms.gov/medicare-coverage-
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who cover and reimburse diabetes prevention programs consider the intervention an annual
benefit and the DPP model test allowed participants to reenroll after the year-long program if
they were still eligible.

The DAA strongly urges CMS to rescind the once-per-lifetime limit and similar to Medicare
coverage of obesity counseling and tobacco cessation, provide beneficiaries additional
opportunities to participate in and benefit from MDPP. This will also better align Medicare
coverage with the commercial market. The DAA urges CMS to allow beneficiaries who did not
successfully complete the MDPP to reenroll following a six month waiting period as long as they
meet eligibility criteria. Instituting a 6 month waiting period between attempts would align this
benefit with the Medicare obesity counseling benefit and address concerns that suppliers might
abuse the system by automatically reenrolling participants.

At minimum, the DAA encourages CMS to include in future rulemaking an exception for
participants who experience a major life event that may impact his or her ability to attend
MDPP sessions. We recognize and appreciate that CMS has already taken steps to address
some concerns with the allowance for four make up sessions, but we believe there may be
circumstances that prevent or derail participation for longer than those four sessions. Examples
of major life events may include (but are not limited to): newly-developed health condition (not
diabetes-related) by the participant; newly-developed health condition of a loved one; surgery
or injury of participant or a loved one; and death of a loved one. We urge CMS to consider how
such an event could impact participation in the core sessions independently from the
maintenance sessions and create a viable exception process.

We understand and sympathize with the balance CMS is trying to strike: dis-incentivizing a
revolving door approach or “gaming” while simultaneously ensuring Medicare beneficiaries
have access to this important preventive service and that MDPP suppliers supply cost-effective
MDPP services. Yet if CMS leaves the once-per-lifetime rule in place, more guidance is needed
to ensure that MDPP suppliers have accurate Part B information before enrolling a beneficiary,
especially given the time lag on confirmed Part B enroliment. Until a real-time notification
system is established for MDPP suppliers to check beneficiary eligibility for MDPP, when a
beneficiary (wittingly or unwittingly) applies to receive the benefit but is later determined to be
ineligible based on the once-per-lifetime limit, CMS should supply guidance or payment to
MDPP suppliers that would address the costs of services already provided before the MDPP
supplier was notified that the beneficiary was determined to be ineligible.

Allow virtual programs to participate in MDPP
Virtual DPP providers (which include the programs delivered in any of the following modes
permitted by the CDC DPRP - online, distance learning, and combination) recognized by the CDC
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are excluded from reimbursement under MDPP benefit. Nearly half of all Medicare
beneficiaries — 23 million — have prediabetes and thus are eligible to participate in MDPP (after
obtaining a qualifying blood test). Many of these beneficiaries live in frontier and remote,
exurban and suburban areas that lack a DPP provider with preliminary or full recognition from
the CDC, making those providers ineligible to apply to serve Medicare beneficiaries.
Additionally, in urban areas providers face challenges in providing sufficient, culturally tailored
programming for the large population. When looking at the Medicare population, mobility also
becomes a significant issue and represents the most common disability among older
Americans.” This makes getting to medical appointments or weekly in-person DPP sessions
especially challenging. Lastly, many seniors consider themselves “snowbirds” and find
themselves living in two different locations throughout the year and thus would be unable to
complete a year-long in-person diabetes prevention course. A virtual MDPP option would
enable them to participate regardless of their location. Qualified virtual DPP providers have the
potential to fill gaps in coverage for these beneficiaries.

Without the addition of virtual MDPP suppliers, large rural areas or underserved communities
will not have reasonable access to MDPP suppliers. The fundamental value of community-based
programs is delivery of needed services where consumers live and work, and the success of DPP
programs relies heavily on lowering barriers to participant access. In the final Medicare
Physician Fee Schedule (MPFS) rule, CMS estimated enrollment in MDPP for the initial year
between 65,000 and 110,000 Medicare beneficiaries with demand leveling to 50,000
participants per year moving forward. The CMS Actuary calculated an estimated savings of $182
million based on these projections, with greater enrollment directly correlated with higher
savings. Lack of widespread access for eligible beneficiaries will not only result in less access for
beneficiaries, but decreased cost savings for the Medicare program. The continued exclusion of
qualified virtual programs will be felt most by Medicare’s most vulnerable populations.

In the final MPFS rule, CMS stated the Secretary lacked the authority to include virtual
programs, as the demonstration project was conducted via in-person DPP. However, this
rationale conflicts with the separate decision to include virtual make up sessions in the
expanded model, as virtual make up sessions were not included in the demonstration.
Furthermore, the stated purpose of the demonstration was to test the impact of the CDC-
approved curriculum by a recognized DPP provider and layperson health coaches in preventing
type 2 diabetes, not to test a specific location or class schedule. Virtual DPP providers
recognized by CDC fulfill all these requirements. In addition, virtual DPP programs have installed
a range of program integrity safeguards, and can be fully audited on a range of participant
measures.

Additionally, the data collected from the CDC National DPP now includes information on
thousands of Medicare-age participants who have received the DPP from qualified virtual
providers. Therefore, our organizations urge CMS and the CMS Actuary to consider data CDC
has already gathered from virtual DPP providers and reevaluate the decision to prohibit virtual

7 https://www.census.gov/newsroom/press-releases/2014/cb14-218.html
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delivery of MDPP. The data for virtual DPP demonstrates comparable efficacy to that of the in-
person DPP providers in the CDC database and is the same data source CMS relied upon when
making a determination for expansion of the in-person program. Our organizations strongly
support allowing virtual DPP providers to participate in MDPP.

In-person MDPP suppliers do not have the capacity to serve millions of seniors; allowing virtual
providers to participate in MDPP will ensure Medicare beneficiaries have access to MDPP in the
format of their choosing, regardless of where they live. If CMS feels it necessary to move
forward with a separate virtual model test, we strongly advise the agency move forward with
the test this year, and we urge the CMS Innovation Center to work closely with stakeholders to
ensure a successful test and future implementation.

% % %k %k k

We look forward to continuing to engage with the agency on successful implementation of the
MDPP. If you have any questions or need additional information, please free to contact Amy
Wotring at awot@novonordisk.com.

Sincerely,

American Association of Diabetes Educators
American College of Preventive Medicine
American Diabetes Association

American Medical Association

American Optometric Association

American Podiatric Medical Association
Diabetes Patient Advocacy Coalition
Endocrine Society

Healthcare Leadership Council

National Council on Aging

National Kidney Foundation

Novo Nordisk Inc.

Omada Health

WW International (formerly Weight Watchers)
YMCA of the USA
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