FDA-Industry GDUFA Reauthorization Meeting
April 8, 2021, 10:00 am — 12:45 pm

Virtual Meeting

Purpose

To continue negotiations to reauthorize GDUFA (GDUFA I11)
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FDA and Industry continued to discuss proposals related to drug master files (DMFs) and

streamlining annual reporting commitments.

FDA and Industry continued to draft the GDUFA Il Commitment Letter.

FDA also presented further clarifying information around how a capacity planning adjuster (CPA)

could work in GDUFA III.

Next Meeting

The next negotiation meeting will be Thursday, April 15, 2021.



