\./ = MULTI-REGIONAL
CLINICAL TRIALS

THE MRCT CENTER of
BRIGHAM AND WOMEN'S HOSPITAL
and HARVARD

MRCT Center 2023 Annual Meeting

2-Day Agenda

Wednesday, December 13, 2023

Ropes & Gray, Prudential Tower, 49" floor,
800 Boylston Street, Boston, MA 02199

Time Topics/Speakers
8:00—-8:15 AM Breakfast & Registration
8:15-8:30 AM Welcoming Remarks
8:30-9:15 AM Keynote

e Dr. Peter Arlett
Head of Data Analytics and Methods Taskforce European Medicines
Agency (EMA)
Co-chair HMA-EMA Big Data Steering Group
Honorary Professor, London School of Hygiene and Tropical Medicine

9:15-10:15 AM

Panel 1: Post-Trial Responsibilities: Continued Access to Investigational
Products

10:15-10:30 AM

Break

10:30-11:30 AM

Panel 2: International Framework for Specimen Sharing — the Seattle
Principles

11:30-12:00 PM

Select MRCT Center initiatives and ongoing work

12:00 - 1:00 PM Lunch for all Attendees

1:00-2:00 PM Panel 3: Diversity Action Plans, Global Considerations

2:00-2:15 PM Research, Development, & Regulatory Roundtable (R3) Welcome

2:15-3:00 PM R3 Topic 1: Update on the GDPR, including discussion of the EU/US data
privacy framework

3:00-3:15PM Break

3:15-4:30 PM R3 Topic 2: Ensuring Integrity of Clinical Trial Data
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4:30 — 4:45 PM Wrap-up and closing
5:00-6:15 PM Cocktails and Appetizers
Thursday, December 14, 2023
Loeb House at Harvard University
17 Quincy Street, Cambridge, MA 02138
Time Topics/Speakers
8:30-9:00 AM Breakfast

9:00-11:45 AM

Bioethics Collaborative: Gene Therapies: Probing the Ethics




