2025 ADUFA V Educational Conference July 15, 2025

July 15, 2025
9:00 am EDT

Docket No. FDA-2024-N-2602, Regulations.gov

Approx. Start Duration Speaker Presentation

8:00 a.m. 1 hr. Registration
Introduction

9:00 a.m. 5 min Walt Ellenberg Moderator Opening Remarks
9:05 a.m. 10 min Matt Lucia Welcome
9:15 a.m. 15 min Walt Ellenberg Meeting Overview
9:30 a.m. 30 min Aila Albrecht, Jason Smith Overview of User Fees and Waivers
10:00 a.m. 45 min Ana Lazo, Courtney Flick, Brandi Robinson | Foreign Data
10:45 a.m. 15 min Break
11:00 a.m. 30 min Emily Smith Real World Data/Evidence
11:30 a.m. 30 min Walt Ellenberg & CVM Q&A Panel Table Q&A Session
12:00 p.m. 1 hr. Lunch
1:00 p.m. 1:30 min Laura Moussa, Jordan DeSilva What makes a High-Quality Submission?
2:30 p.m. 15 min Break
2:45 p.m. 45 min Anthony Parker Adaptive Study Designs
3:30 p.m. 30 min Walt Ellenberg & CVM Q&A Panel Table Q&A Session

4:00 p.m.

Walt Ellenberg

Closing Remarks
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