FDA-Industry GDUFA Reauthorization Meeting

June 24, 2021, 10:00 am - 11:00 am
Virtual Meeting

Purpose

To continue negotiations to reauthorize GDUFA (GDUFA I11).
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FDA and Industry finalized most of the complex generic proposals that primarily consist of
enhancing meeting options as well as discussions around complex generic product specific

guidances.

Next week, FDA and Industry will continue discussions around suitability petitions.

Next Meeting

The next negotiation meeting will be Thursday, July 1, 2021.



