
Biosimilar User Fee Act (BsUFA) Reauthorization 

FDA and Industry Negotiation Meeting 

MEETING PURPOSE 

PARTICIPANTS 

MEETING SUMMARY 



Expectations and Ground Rules 

BsUFA Program Overview 

FDA Proposal Presentation 

• 

• 



• 

• 

• 

• 

• 

• 

• 

• 

• 

Industry Proposal Presentation 
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Next Steps 


