oy
CSBA%
. 4

February 17, 2021

Liz Richter

Acting Administrator

Centers for Medicare & Medicaid Services

Department of Health and Human Services Hubert H. Humphrey Building

200 Independence Ave, S.W.

Washington, DC 20201

RE: Modernizing Part D and Medicare Advantage to Lower Drug Prices and Reduce Out of
Pocket Expenses (CMS-4180-P)

Dear Acting Administrator Richter:
We the Council of State Bioscience Associations, representing 46 state bioscience

associations across the United States, appreciate the opportunity to provide comment on
the CY 2022 Part D Payment Modernization Model RFA, issued on 19 January 2021.

CSBA is a confederation of state-based, non-profit trade associations and advocates for
public policies that support responsible development of the bioscience industry. The
undersigned associations represent state and regional life sciences organizations across the
country, and our members are dedicated to supporting the development and delivery of
innovative life-enhancing and life-saving products.

We are committed to ensuring that Patients have access to the treatments they need, when
they need them, and we support policies aimed at improving access to groundbreaking
therapies and treatments. We also firmly believe that lowering the costs patients pay at the
pharmacy counter should be a central tenet of any measure aimed at addressing the cost of
prescription treatments.

The Center for Medicare and Medicaid Innovation (CMMI) started the Part D Payment
Modernization Model in 2020 to test methods for improving cost managing plan incentives in
Part D. The calendar year 2022 Part D Payment Modernization Model RFA substantially
narrows beneficiary protections by allowing plan sponsors to treat five of the six “protected
classes” (anticonvulsants, immunosuppressants, antidepressants, antipsychotics, and
antineoplastics) as plans would treat other classes of treatments starting in 2022. The
remaining protected class - antiretrovirals — would have its protection removed beginning in
2023. In addition, CMS would allow participating plan sponsors to cover only one drug per
class, instead of the statutorily required two drugs per class. These changes mean that Part
D plans participating in the program could offer as few as a single drug per protected class
beginning in 2022.

We are gravely concerned that these policies can and will have significant impacts on
patient access to new and novel treatments. Further, allowing plans not to cover all drugs in
Part D protected classes while applying more aggressive utilization management to these
classes will disrupt treatment for many life-threatening diseases, resulting in worse health
outcomes and increasing medical costs for the Medicare program. For example, members of
the epilepsy community have for years reported experiencing seizures and other harmful
effects after switching from one version of an anticonvulsant to another, and a switch from
an antiretroviral with a high barrier to resistance to a drug with a lower barrier to resistance



can be problematic, especially if the patient does not have access to continued use of one of
the approved dual nucleoside/nucleotide reverse transcriptase inhibitors (NRTIs)?.

Medicare’s six protected classes policy is critical to reducing health disparities by ensuring
that vulnerable and largely low-income patients have access to critical therapies that treat
HIV, cancer, epilepsy, mental health conditions, and other serious illnesses. Congress has
periodically reviewed the protected classes and repeatedly reaffirmed the six categories
identified by CMS, and CMS has twice in response to significant stakeholder concerns
declined to finalize proposed changes that would undermine the protected classes.

Part D plan sponsors already have wide discretion to utilize multiple tools, such as cost
sharing and tiered formularies, to encourage beneficiaries to utilize lower-cost alternatives.
In fact, Part D generic utilization is high among drug classes within the six protected
classes, and generic utilization for drugs within the six protected classes is higher than for
other drug classes (92 percent versus 84 percent).? In addition, by allowing plans to cover
as little as one drug per class, the RFA will enable plans to take away treatment choice for
many patients with dangerous diseases outside the protected classes. The changes in the
RFA unnecessarily and inexplicably propose to erect yet another barrier to necessary and
lifesaving treatments for patients at the time they need them the most.

Acting Administrator Richter, our members work tirelessly every day to research and
develop treatments and cures — for COVID-19, cancer, hepatitis, diabetes, and hundreds of
rare diseases. The patients we serve should be afforded access the treatments prescribed
to them. Unfortunately, we believe the CY22 Part D Payment Modernization Model RFA will
disrupt the patient-physician relationship and delay needed treatments. We oppose placing
plan sponsors above Medicare beneficiaries, and we urge CMS to instead focus efforts on
solutions that reduce patient out-of-pocket costs while ensuring access to the most
appropriate treatment. We strongly urge the Administration to reverse the new formulary
flexibilities and rescind the RFA.

Thank you for the opportunity to comment on the CY 2022 Part D Payment Modernization
Model.

Sincerely,
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Michele M. Oshman Debbie Hart

Executive Director CSBA Chair

Council of State Bioscience Associations President & CEO BioNJ]
Arizona Bioindustry Association, Inc

Bio Nebraska

Biocom California

BioCT

BioFlorida

1Tang MW, Shafer RW. HIV-1 antiretroviral resistance: scientific principles and clinical applications. Drugs. 2012
Jun 18;72(9):e1-25. doi: 10.2165/11633630-000000000-00000. PMID: 22686620; PMCID: PMC3689909.

2The PEW Charitable Trusts, Policy Proposal: Revising Medicare’s Protected Classes Policy, March 2018,
https://www.pewtrusts.org/en/research-and-analysis/fact-sheets/2018/03/policy-proposal-revising-medicares
protected-classes-policy.
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BioForward Wisconsin
BioKansas
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BioOhio



Bioscience Association of Maine
Bioscience Association of North Dakota
Bioscience Association of West Virginia
BioUtah

California Life Sciences Association
Colorado BioScience Association
Delaware BioScience Association

Georgia Bio

Idaho Technology Council

Illinois Biotechnology Innovation Organization
Indiana Health Industry Forum

Industry University Research Center,

Inc. Iowa Biotechnology Association

Life Science Tennessee

Life Sciences Pennsylvania

Louisiana BIO

Maryland Technology Council
Massachusetts Biotechnology Council
Michigan Biosciences Industry Association
Missouri Biotechnology Association
Montana BioScience Alliance

New Mexico Biotechnology & Biomedical
Association NewYorkBIO

North Carolina Biosciences Organization
Oregon Bioscience Association

Rhode Island Bio

South Carolina BIO

South Dakota Biotech Association
Southern California Biomedical Council
Texas Healthcare and Bioscience Institute
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