FDA-Industry GDUFA Reauthorization Meeting
December 3, 2020, 10:00 am — 3:00 pm
Virtual Meeting

Purpose
To continue negotiations to reauthorize GDUFA (GDUFA I1I).
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Discussion

FDA and Industry continued discussions on advancing earlier approvals and the Pre-submission
Facility Correspondence (PFC) program.

FDA described how the foundation for a capacity planning adjustment (CPA) methodology was
developed during GDUFA |1 and how the proposed CPA methodology could continue to be
developed and refined. FDA explained how the CPA methodology can be used to translate the
predicted ANDA original and ANDA original amendment submissions into full-time equivalent
(FTE) needs.

FDA provided more information regarding the inflation adjustment proposal, to more accurately
account for program costs, as well as the proposed operating reserve adjustment and the proposed
elimination of a limitation on allowable fee expenditures.

Industry will consider these further details and provide the Agency with further questions to
continue discussions around these issues in an upcoming session.



Next Meeting
The next negotiation meeting is planned for Thursday, December 10, 2020.



