
FDA-approved biosimilars are  
safe, effective options for patients.

FDA-approved biosimilars 
have met the agency’s 
rigorous standards for 
approval, and prescribers 
and their patients can count 
on the efficacy, safety and 
quality of these products.

Biological products, including biosimilars, are used to treat a wide variety of 
life-threatening and life-altering diseases.  A biosimilar approved by FDA meets 
rigorous standards and has no clinically meaningful differences from the  
FDA-approved reference product in terms of safety and effectiveness for its 
approved uses. The availability of FDA-approved biosimilars in the U.S. means that 
patients may have access to more medications at a potentially lower price.

Visit www.FDA.gov/biosimilars to learn more.

http://www.FDA.gov/biosimilars
https://www.hhs.gov/
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