
Biosimilar User Fee Act (BsUFA) Reauthorization 

FDA and Industry Negotiation Meeting 

MEETING PURPOSE 

PARTICIPANTS 

MEETING SUMMARY 



FDA Combination Products and Inter-Center Consultative Review (ICCR) Counterproposal 



FDA Investigational New Drug (IND) Protocols Proposal Response 

Industry Meeting Management Proposal Clarification 



Next Steps 


