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The State of Biosimilars at FDA  

As of October 5, 2023: 
CDER has received meeting requests to discuss the development of 

biosimilars for 54 different reference products

FDA has approved 43 351(k) BLAs for biosimilar products, 6 of which are 
interchangeable; 38 are marketed
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FDA Approved Biosimilar and Interchangeable Products*

Product Class Approvals

Supportive Care

Filgrastim

Epoetin

Pegfilgrastim

Oncology

Rituximab

Bevacizumab

Trastuzumab

Autoimmune

Infliximab

Etanercept

Adalimumab

Insulin Glargine

Natalizumab

Tocilizumab

Ophthalmology Ranibizumab

Biosimilar

Interchangeable 
Biosimilar
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*as of October 5, 2023
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• 43 biosimilars approved
to 13 different reference
products

• 6 approved as
interchangeable

• 38 marketed
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Office of the Inspector General Report: Biosimilars Have Lowered Costs for Medicare Part B and Enrollees, 
but Opportunities for Substantial Spending Reductions Still Exist (hhs.gov)

https://oig.hhs.gov/oei/reports/OEI-05-22-00140.asp
https://oig.hhs.gov/oei/reports/OEI-05-22-00140.asp
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