~~ [2]] u.S. FOOD & DRUG

h-/g ADMINISTRATION
Public Meeting on Recommendations for
Generic Drug User Fee Amendments (GDUFA)
Reauthorization

September 17, 2026
9:00 — 9:05am Welcome and Introduction
9:05 — 9:15am Opening Remarks

9:15am — 9:25am GDUFA IV Background and Reauthorization Process

9:25am — 10:15am  Overview of GDUFA IV Commitment Letter & Statutory
Recommendations

10:15am — 10:30am Break

10:30am — 11:05am  Industry Perspectives

11:05am — 11:10am Break

11:10am — 11:55am  Public Stakeholder Perspectives

11:55am — 12:00pm  Closing Remarks

This is a draft agenda and is subject to change. FDA will post an updated agenda before the public meeting.



