FDA-Industry GDUFA Reauthorization Meeting

October 29, 2020, 10:00 am — 3:00 pm

Virtual Meeting

Purpose

To continue negotiations to reauthorize GDUFA (GDUFA I1I).
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Industry provided their response to FDA’s proposals to advance earlier approvals of generic
applications. Industry suggested possible opportunities for enhancing communications between

FDA and industry.

Next Meeting

The next negotiation meeting is planned for Thursday, November 12, 2020.



