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WASHINGTON, DC 20510

December 20, 2023

The Honorable Xavier Becerra The Honorable Julie Su
Secretary Acting Secretary

U.S. Department of Health and Human Services U.S. Department of Labor
200 Independence Avenue S.W. 200 Constitution Avenue N.W.
Washington, D.C. 20201 Washington, D.C. 20210

The Honorable Janet Yellen
Secretary

U.S. Department of the Treasury
1500 Pennsylvania Avenue N.W.
Washington, D.C. 20220

Dear Secretary Becerra, Acting Secretary Su, and Secretary Yellen:

We are writing in support of the recent decision from the U.S. District Court for the District of
Columbia that vacated the 2021 Notice of Benefit and Payment Parameters (NBPP) Final Rule
provision that permitted the use of copay accumulator adjustment programs (AAPS) and
remanded to the U.S. Department of Health and Human Services (HHS) to interpret the
definition of “cost-sharing.””* This decision is an important step in the right direction for low-
income and other eligible patients who rely on manufacturer and nonprofit copay assistance
programs to alleviate affordability and access challenges for their medicines. We are
disappointed in HHS’s decision to file a notice of appeal of the decision and HHS’s articulated
intention to not take any enforcement action against health insurance issuers or health plans that
fail to count copay assistance toward the patient’s maximum annual limitation on cost-sharing.
Instead of appealing the court’s ruling, we urge you to adopt policies from the 2020 NBPP that
strike the right balance of preserving a plan’s ability to control costs while also putting the
patient first.

Patient assistance programs (PAPS) help low-income and vulnerable patients with complex
conditions access life-saving medicine. Historically, these copay assistance programs counted
toward the annual limitation on cost-sharing, and the policy was reaffirmed under the Affordable
Care Act.? The patient protection on cost-sharing provided patients and families with greater
predictability and certainty about their maximum out-of-pocket exposure on an annual basis. It
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242 U.S.C. §18022(c)(3)




also helped improve patient adherence to their medication and overall health outcomes. For
example, one study showed that reduced cost-sharing for cardiovascular medicines increased
adherence and had a greater impact on reducing the risk of vascular events and medical costs
among non-white patients.®

In recent years, health plans, pharmacy benefit managers, and third-party administrators have
used AAPs to help to control costs. However, like cost utilization management, AAPs can be
used as a profit-seeking tactic. When HHS published the 2021 NBPP final rule, it permitted
group health plans and health insurance issuers to use AAPs without limitation. The
Administration believed this “open door” would not necessarily lead to an increased uptake of
AAPs by PBMs, but they were wrong. These programs proliferated in the intervening years.
Nearly two-thirds of individual health plans available on the ACA marketplace included AAPs.*
It was also estimated that of all commercial markets in 2021, 43% of covered lives were in
commercial health plans that had implemented AAPs.®

As a result of this policy change, patients in our home states suffered, facing financial hardship
and barriers to their once-accessible life-saving medicine. In many cases, patients or their family
members found out about the AAP not counting their assistance at the pharmacy counter. They
were left embarrassed, anxious, and without recourse. A recent survey showed that between 25-
36% of respondents discontinued therapy when they received an unexpected high charge of over
$1,500 during the plan year as a result of AAPs.® For many chronic disease patients,
discontinuation of therapy can lead to irreversible and in some cases life-threatening health
consequences. Further, six in 10 said they would have extreme difficulty affording their
treatments without copay assistance programs being applied to their cost-sharing.” Moreover,
recent research has shown that non-white patients are 31% more likely to be exposed to an AAP
than white patients.® It was for these reasons, and more, that patient groups took action against
the 2021 NBPP. Patients were not the only stakeholder to respond. State regulators have passed
and are in the process of passing legislation. To date, 19 states, the District of Columbia, and
Puerto Rico have banned or limited the use of AAPs.®

As you consider next steps, we strongly encourage you to support patients by reconsidering your
appeal of the court’s ruling and instead adopting the 2020 NBPP policy. It required plans to
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count manufacturer copay assistance toward the annual limitation on cost-sharing for drugs that
do not have a medically appropriate generic equivalent available.® In the 2020 rule, HHS
reasoned that it would be less likely that the manufacturer’s assistance would disincentivize a
lower cost alternative and thereby distort the market.!! HHS itself acknowledged situations when
a patient has been subject to significant out-of-pocket costs because the patient has not
progressed through the deductible phase of the health plan due to AAPs not applying the value of
the manufacturer-sponsored assistance to the patient’s deductible.'? HHS further noted that
“when this happens, the patient may be forced to stop taking the drug, switch to an alternative
offered by the plan, or pay the full bill for the non-formulary drug, none of which are patient-
friendly, especially for those patients with rare and life-threatening conditions.”?

We also strongly believe that federal legislative action is also needed to restore this vital patient
protection. In fact, Congress is currently working on a bipartisan, bicameral basis to advance
legislation to ensure copay assistance counts toward the patient’s maximum annual limitation on
cost-sharing.**

Thank you for your consideration of this request. We look forward to your reply and your plan to
ensure patients receive cost-sharing protections.

Sincerely,

)

Tim Kaine Roger Marshall, M.D.
United States Senator United States Senator

1084 Fed. Reg. 17454, 17568 (April 25, 2019) (codified at 45 C.F.R. § 156.130(h); version effective from June 24, 2019 to July
12, 2020) (“2020 NBPP”)

1184 Fed. Reg. 17454,
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United States Senator

Edward J. Markey
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United States Senator
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United States Senator
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United States Senator

Christopher A. Coons
United States Senator
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United States Senator
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United States Senator
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United States Senator
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United States Senator
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Jeanne Shaheen
United States Senator
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United States Senator



