FDA-Industry GDUFA Reauthorization Meeting

June 3, 2021, 10:00 am — 2:00 pm
Virtual Meeting

Purpose

To continue negotiations to reauthorize GDUFA (GDUFA I11).
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Lisa Parks

Gil Roth

Tom Thorpe
Molly Ventrelli

Tiana Barnes, Dat Doan, Tawni Schwemer, Scott VVehovic

Discussion

BPTF

AAM

AAM

AAM (Apotex)

AAM (Teva)

AAM

PBOA

PBOA (Afton Scientific)
AAM (Fresenius-Kabi)

Industry members provided thoughts on the proposals for setting a sound foundation for continued

programmatic success.

FDA and Industry continued discussions and clarifications around the complex generic proposals
that primarily consist of enhancing meeting options.

FDA presented a few proposals on ANDAs that miss a goal date which include creating
transparency around senior management awareness and an annual reporting option.

Next Meeting

The next negotiation meeting will be Thursday, June 10, 2021.



