FDA-Industry GDUFA Reauthorization Meeting
April 1, 2021, 10:00 am — 2:45 pm

Virtual Meeting
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To continue negotiations to reauthorize GDUFA (GDUFA I11)
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FDA and Industry continued discussions around the implementation of the Inactive Ingredient

Database (I1D).

FDA also discussed the role of inspections in meeting the requirements for a complete review under
GDUFA and the impact of current restrictions on travel in meeting these requirements. A complete
review is required to meet a goal date.

FDA and Industry continued discussions around streamlining annual reporting commitments while

maintaining key and meaningful categories of interest for Industry.



FDA presented further clarifying information around the set of proposals intended to set a sound
foundation for continued programmatic success, including how a capacity planning adjuster (CPA)
could work in GDUFA llI.

Next Meeting

The next negotiation meeting will be Thursday, April 8, 2021.



