
Biosimilar User Fee Act (BsUFA) Reauthorization 

FDA and Industry Negotiation Meeting 

MEETING PURPOSE 

PARTICIPANTS 



MEETING SUMMARY 

Industry Response to FDA Pediatric Research Equity Act (PREA) counterproposal 

 

FDA Data Fidelity Proposal 



FDA Provisional Determinations (PDs) Proposal 



Industry Exclusivity Determinations Proposal 

FDA Imminent Action (IA) Proposal 



Industry Labeling Proposal 



Industry Risk Evaluation and Mitigation Strategies (REMS) Proposal 

Next Steps 


