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FACT SHEET: Bringing Lower-Cost Biosimilar
Drugs to American Patients

Biosimilars are the equivalent of the "generic version" of expensive, FDA-approved biologic
drugs, offering the same safety and effectiveness as brand-name biologics at significantly lower
costs. These complex medications treat serious conditions including cancer, autoimmune
diseases, and rare disorders that affect millions of Americans.

The Problem: Limited Access to Affordable Biologic Treatments

Patient Affordability Crisis

Biologic drugs can cost patients tens of thousands and upwards of hundreds of thousands
of dollars annually, creating insurmountable financial barriers for many Americans who
need these life-saving treatments.

Expensive biologic medications make up only 5% of prescriptions in the U.S. but account
for 51% of total drug spending as of 2024.

High prescription costs lead to treatment abandonment, with patients rationing doses,
skipping treatments, or going without medication entirely, resulting in disease
progression, hospitalizations, and worse health outcomes.

Provider hesitancy and patient concerns about switching to biosimilars persist despite
extensive safety data, often due to misconceptions about their equivalence to reference
products.

Insurance coverage gaps and high deductibles mean even insured patients face substantial
out-of-pocket costs for biologics.

Medicare and Medicaid face cost pressures from expensive biologics.

Insufficient Biosimilar Market Competition
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FDA-approved biosimilars are as safe and effective as the branded drugs, yet their market
share remains below 20%.

To date, FDA has approved 76 biosimilars, corresponding to a small fraction of approved
biologics.

By contrast, there are more than 30,000 approved generics, exceeding the number of
approved brand drugs.

In 2024, FDA approved 42 biosimilars compared to 110 by the European Medical
Agency (EMA).

Only 10% of branded biologics currently have biosimilars in development, despite
biologics representing a significant and growing percentage of overall drug costs.


https://accessiblemeds.org/wp-content/uploads/2025/01/AAM-2024-Generic-Biosimilar-Medicines-Savings-Report.pdf
https://www.fda.gov/drugs/biosimilars/biosimilar-product-information
https://www.fda.gov/drugs/generic-drugs/office-generic-drugs-2022-annual-report
https://pmc.ncbi.nlm.nih.gov/articles/PMC7824407/
https://www.iqvia.com/insights/the-iqvia-institute/reports-and-publications/reports/assessing-the-biosimilar-void-in-the-us#:%7E:text=Key%20findings,of%20manufacturing%20and%20clinical%20testing.
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27% of high-value biologics (>$500M in sales) lack biosimilar development despite clear
commercial opportunities and demonstrated patient need for affordable alternatives.

Barriers to Biosimilar Market Entry

The high cost of biosimilar development, combined with uncertain market returns due to
low adoption rates, creates a challenging business case that deters investment in
biosimilar programs.

FDA analysis found that comparative efficacy studies, usually requiring one to three
years and costing $24 million on average, often add little scientific value compared with
advanced analytical testing. The biosimilar industry was established 15 years ago under
highly cautionary regulatory frameworks that are now outdated. For example, the first
biosimilar, Zarxio, took 24 years to reach patients after its reference biologic Neupogen
was first approved in 1991.

Cost Savings

Biosimilars have generated $56 billion in healthcare savings since 2015, with $20 billion
saved in 2024 alone, demonstrating their significant economic impact on the U.S.
healthcare system.

The sales price for biosimilars is on average 50% less than the reference brand biologic
price was at the time of biosimilar launch, providing immediate cost relief to patients.

FDA’s Solution

Eliminating unnecessary clinical trials — Using improved analytical testing methods
instead of requiring expensive human studies when the science shows they're not needed.

Facilitating pharmacy-level substitution — Removing barriers by advancing
interchangeability so pharmacists can substitute lower-cost biosimilars, just like they do
with generic drugs.

Reducing red tape to lower the barriers to market entry — Providing clearer guidance and
more efficient processes to speed up approvals and reduce development uncertainty.


https://www.iqvia.com/insights/the-iqvia-institute/reports-and-publications/reports/assessing-the-biosimilar-void-in-the-us#:%7E:text=Key%20findings,of%20manufacturing%20and%20clinical%20testing.
https://jamanetwork.com/journals/jamainternalmedicine/fullarticle/2771505?resultClick=1
https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Faspe.hhs.gov%2Fsites%2Fdefault%2Ffiles%2Fdocuments%2F2d5c0a194c180b52d1c760d3bb09f70a%2FBiosimilars%2520Final%2520Report_250825_v508.pdf&data=05%7C02%7Crichard.danker%40hhs.gov%7C2be9a2df396e4c81f5af08de16639f1a%7Cd58addea50534a808499ba4d944910df%7C0%7C0%7C638972814278259478%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=KbBPl%2FemnOxTWy3CucSoU5KejaSb%2BVweDxw1X2v49O4%3D&reserved=0
https://aacrjournals.org/cancerdiscovery/article/5/5/460/4887/FDA-Approves-First-Biosimilar-ZarxioFDA-Approves
https://accessiblemeds.org/wp-content/uploads/2025/09/AAM-2025-Generic-Biosimilar-Medicines-Savings-Report-WEB.pdf
https://accessiblemeds.org/resources/reports/2023-savings-report-2/

