10am

10:05am

10:15am

10:50am

11:05am

12:20pm

12:50pm

2:25pm

REAGAN-UD4

FOUNDATION

FOR THE FDA

Advancing Rare Disease Therapies Through an
FDA Rare Disease Innovation HUB
(hybrid public meeting)

October 16, 2024

Welcome & Opening Remarks
Susan C. Winckler, RPh, Esq., Reagan-Udall Foundation for the FDA

Principal Deputy Commissioner Remarks
Namandjé Bumpus, PhD, Office of the Commissioner, FDA

A Conversation with The Rare Disease Innovation Hub Co-Directors
Patrizia Cavazzoni, MD, Center for Drug Evaluation and Research, FDA
Peter Marks, MD, PhD, Center for Biologics Evaluation and Research, FDA
The Rare Disease Innovation Hub: Looking Ahead

Kerry Jo Lee, MD, Center for Drug Evaluation and Research, FDA

Julie Tierney, ID, Center for Biologics Evaluation and Research, FDA

Public Comments
(up to 3 minutes each for pre-confirmed commenters)

Lunch

Public Comments
(up to 3 minutes each for pre-confirmed commenters)

Closing Remarks & Adjourn



