Alliance for
Patient Access

September **, 2026

The Honorable Nick Langworthy The Honorable Scott Peters
U.S. House of Representatives U.S. House of Representatives
Washington, D.C. 20515 Washington, D.C. 20515

The Honorable John Joyce, MD The Honorable Linda Sanchez
U.S. House of Representatives U.S. House of Representatives
Washington, D.C. 20515 Washington, D.C. 20515

The Honorable Rudy Yakym The Honorable Jake Auchincloss
U.S. House of Representatives U.S. House of Representatives
Washington, D.C. 20515 Washington, D.C. 20515

The Honorable Nathaniel Moran The Honorable Jimmy Panetta
U.S. House of Representatives U.S. House of Representatives
Washington, D.C. 20515 Washington, D.C. 20515

RE: Support for the Biosimilars Access and Affordability Act
Dear Representatives:

On behalf of the Alliance for Patient Access and the undersigned patient advocacy and clinician
organizations, thank you for introducing the Biosimilars Access and Affordability Act. Your leadership on
this important issue is critical to ensure that patients continue to have access to affordable medications, while
also supporting a robust biosimilar marketplace.

Since the passage of the Biologics Price Competition and Innovation Act, the biosimilar marketplace in the
United States has seen nearly 100 biosimilar products obtain FDA approval. Biosimilars offer new affordable
treatment options for patients and, importantly, have saved the health care system over $56 billion since the
first biosimilar became available.! In 2024 alone, biosimilars saved $20.2 billion — nearly double the 2023
figure — demonstrating that as the marketplace matures, savings for both patients and the system follow.2

That said, the current structure of the Medicare Drug Price Negotiation Program “biosimilar delay” provision
may serve as a deterrent for future biosimilar development. That provision is intended to allow for an up to
two-year delay in negotiations for reference products if a biosimilar option is in development. However, the

provision's current requirements to secute a two-year delay ate ovetly burdensome and unnecessarily

T https://accessiblemeds.org/resources/reports/2025-savings-report/
2 https://www.pharmacypracticenews.com/Operations-and-Management/Article/12-25/Generic-Biosimilars-
Healthcare-Savings/78969
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stringent, setting a bar few biosimilar programs can realistically clear. Additionally, the “bona fide marketing”
standard currently used by CMS is unclear and creates unneeded ambiguity for manufacturers. Satisfying these

requirements creates a challenge to allowing competition to help to realize the goal of a lower-cost alternative.

The targeted changes proposed in this legislation will standardize an opaque process and ultimately benefit
patients by ensuring biosimilar development remain viable. The automatic granting of a 2-year biosimilar
pause will allow biosimilar manufacturers to better plan for market entry and reasonably predict their ability
to provide a competitive, lower-cost option. In addition, utilizing the existing Food, Drug, and Cosmetic Act
standard of entry into interstate commerce to define a truly “marketed” biosimilar agent is a more concrete,
understandable way of measuring marketplace competition. Lastly, removal of a government-negotiated price
upon entry of a biosimilar will allow for organic competition to bring overall costs down, as we have seen

happen with previous biosimilar options.

We appreciate your leadership on this issue and your continued focus on ensuring that the health care system,
and ultimately patients, realize the promise of lower costs from biosimilar options. The undersigned
organizations support your efforts and want to be a resource to you as this legislation advances. We stand
ready to serve as allies in this effort, sharing patient and clinician perspectives, providing technical input on
the biosimilar delay provision, and helping to build support among your colleagues. Please consider us a
partner in advancing the Biosimilars Access and Affordability Act, and do not hesitate to contact us if we can

be of assistance.

Sincerely,



