
© 2025 Winston & Strawn LLP.

1

How Does an Applicant Establish Biosimilarity?

Biosimilarity
An applicant typically demonstrates biosimilarity based on non-clinical analyses that focus on the structure and

functional differences between the biosimilar and reference product.

Related Capabilities

Life Sciences

https://www.winston.com/
https://www.winston.com/en/capabilities/sectors/life-sciences

