() AIMEDALLIANCE

December 30, 2020

Alex Azar Seema Verma

Secretary Administrator

U.S. Department of Health and Human Services Centers for Medicare & Medicaid Services
200 Independence Ave., SW 7500 Security Boulevard

Washington, DC 20201 Baltimore, MD 21244

Re: HHS Notice of Benefit and Payment Parameters for 2022 — Docket CMS-9914-P
Dear Secretary Azar and Administrator Verma:

Aimed Alliance is a 501(c)(3) non-profit health policy organization that seeks to protect
and enhance the rights of health care consumers and providers. Thank you for the opportunity to
comment on “Docket CMS-9914-P, HHS Notice of Benefit and Payment Parameters for 2022
(NBPP 2022). We recommend that the Centers for Medicare and Medicaid Services (CMS)
reinstate limitations on the use of copay accumulator programs as set forth in the NBPP 2020.

L Background

Historically, privately insured individuals who cannot afford their copayments or
coinsurance have been able to obtain aid from drug manufacturers in the form of copay assistance.
This assistance not only contributes toward the patient’s copayment but also counts toward the
patient’s annual deductible and maximum out-of-pocket limit. These programs have been
especially helpful for individuals enrolled in high deductible health plans (HDHPs) in which the
patient is required to pay significantly high out-of-pocket costs until the deductible is reached. In
many instances, HDHP are patients’ only option; employers are increasingly offering only
HDHPs.!

Health plans are increasingly implementing copay accumulator programs, which prevent
copayment assistance from counting toward a plan enrollee’s deductible.? Patients with complex
health conditions often depend on patient assistance to access their medically necessary treatments.
However, patient assistance is not a bottomless well. Patients receive a finite amount each year.
Once copayment assistance runs out, many patients can no longer afford their medications.’ In
many instances, there are no generic alternatives, placing patients at risk for medication adherence
issues, including skipping refills, rationing medications, or abandoning treatment altogether.* A
recent survey by Truven Health Analytics revealed that cost is the biggest barrier to medication
adherence.’ Nonadherent patients can face disease progression or relapse, and increased health care
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utilization (e.g., more visits to the doctor and hospitalization).® These adverse health consequences
and increased financial strain add stress and anxiety to the lives of people who are already
vulnerable.’

The NBPP 2020 limited the use of copay accumulator programs to instances in which both
a brand and generic medication were available. It incentivized cost savings by steering patients to
generic medications when available, but it also recognized that copay accumulator programs are
inappropriate when there is no generic alternative. The NBPP 2021 revoked those protections, and
the NBPP 2022 is silent on this issue.

1I. CMS Should Reinstate NBPP 2020

Aimed Alliance respectfully requests that CMS reinstate NBPP 2020 to protect access to
and affordability of medically necessary treatments. Such protections are especially important now
during the COVID-19 pandemic and in light of the release of the final rule on Medicaid best price.

A. Lack of Federal Copay Accumulator Protections Will Harm Patients

NBPP 2020 was reasonably crafted to incentivize patients to select generic medications
when available. NBPP 2021 did not achieve this same goal because it allowed health plans to
implement copay accumulators regardless of whether a generic equivalent is available.

In the NBPP 2021, CMS stated “we believe the impact of [increased out-of-pocket costs]
may be limited if issuers that currently allow these amounts to be counted toward enrollees
deductibles or their annual limitation on cost sharing continue their current behavior, which we
believe will be the case.”® Yet, this year has proven that that is not the case. CMS gave plans free
reign to adopt copay accumulator programs, and plans, in turn, have taken that liberty and run with
it. According to the Business Group on Health’s 2020 Health Care Strategy and Plan Design
Survey, 39 percent large U.S. employers adopted copay accumulator programs in 2020, and nearly
50 percent reported that they plan to implement a program in 2021.° Another 14 percent said they
are considering using copay accumulator programs in 2022 or 2023.'° While the NBPP 2021
allowed states to implement their own laws limiting copay accumulator programs, only five states
and Puerto Rico have done so thus far.!! Moreover, those laws do not apply to employer-sponsored
plans,'? and yet, according to the Kaiser Family Foundation, about 49 percent of Americans
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receive their health insurance from their employer.!® Therefore, federal limitations on copay
accumulator programs are necessary.

B. Medicaid Best Price Rule

Copay accumulator program limitations are also necessary because CMS recently finalized
its Medicaid Value-Based Purchasing rule, which altered the method by which Medicaid best price
is calculated.'* In particular, the rule requires the value of copay assistance to be subtracted from
Medicaid best price calculations if a health plan implements a copay accumulator program. CMS’s
rational for this change is that the full value of the financial assistance does not reach the
patient. Yet, given the lack of transparency around copay accumulator programs, drug makers
often do not know when a health plan has implemented such a program. As a result, the rule may
disincentivize manufacturers from providing financial assistance to vulnerable patients. Even if
drug manufacturers were able to determine if a health plan has imposed a copay accumulator
program, manufacturers may be less likely to offer assistance to patients enrolled in such plans.
There is no way for them to guarantee the assistance reaches only the patients, and they will be
penalized by having the value of the assistance subtracted from Medicaid best price. Without this
assistance, patients may not be able to afford medically necessary treatments. As such, CMS
should reinstate protections from the NBPP 2020, which limited the use of copay accumulator
programs when generic alternatives are unavailable. That way, CMS can ensure that patients
receive the assistance as intended.

C. COVID-19 Pandemic

CMS should reinstate copay accumulator protections because although authorized vaccines
are now available to some Americans, we are still in the midst of the COVID-19 pandemic.
Unemployment rates remain high,!® and individuals are struggling more than ever to afford their
medications. Many of these individuals may now rely on marketplace exchange plans with high
out-of-pocket costs. Moreover, many of the underlying conditions that place patients at high risk
for severe illness from COVID-19 are the same conditions requiring treatment for which copay
accumulator programs are imposed. Yet, the Centers for Disease Control and Prevention (CDC)
has stressed the importance of these patients staying on their current treatment regimen. '¢
Therefore, it is vital that they continue to have access to affordable medications at least during the
remainder of the pandemic.

I11. Conclusion

Based on the arguments herein, Aimed Alliance requests that CMS reinstate NBPP 2020
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protections as they pertain to copay accumulator programs. Thank you for considering our
requests.

Sincerely,

Stacey L. Worthy
Counsel



