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Agenda

1pm Welcome
Susan C. Winckler, RPh, Esq, CEO, Reagan-Udall Foundation for the FDA

1:05pm Framework Initiative Discussion
e Michael Davis, MD, PhD, Director, Center for Drug Evaluation and
Research, FDA

e Karim Mikhail, BPharm, MSc, Director, Center for Biologics Evaluation
and Research, FDA
e Amy Comstock Rick, JD, Director, Rare Disease Innovation Hub, FDA

1:45pm Break

1:55pm Remarks from the Acting Commissioner
Kyle Diamantas, JD, Acting Commissioner of Food and Drugs, FDA

2:00pm Public Comment

S5pm Adjourn

This meeting is funded by the U.S. Food and Drug Administration, Center for Drug Evaluation and Research,
under FDA contract 75F40126C00214.



