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Wednesday, December 4, 2019

Loeb House at Harvard University, 17 Quincy Street, Cambridge, MA

Time Topics/Speakers

7:30—-8:00 AM Breakfast & Registration

8:00 - 8:15 AM Welcome and Introductions
e Mark Barnes and Barbara Bierer

8:15-9:55 AM | Keynote:
Life sciences Regulation and Policy in Today’s China

Introduction & Moderator: Mark Barnes (MRCT Center, Ropes & Gray)

e Life Science Cooperation Between China and the US
Professor Chenguang Wang, PhD, LLM
Tsinghua University Law School, P.R. China

e Overview of China Regulatory Updates
Katherine Wang, LLM, LLB
Ropes & Gray LLP, Shanghai

e “Foreign Influence” and Implications for China/U.S. Collaborative
Research
Mark Barnes, ID, LLM
MRCT Center; Ropes & Gray

9:55-10:45 AM | Panel Discussion:
Health Literacy in Clinical Research

Introduction & Health Literacy website: Sylvia Baedorf Kassis (MRCT Center)
Moderator: Sylvia Baedorf Kassis

Panel:
e Martha Jones (Partners HealthCare)
e Alicia Staley (Medidata)
e Elyse Summers (AAHRPP)
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General Discussion — Moderators:
e Laurie Myers (Merck)
e Christopher Trudeau (University of Arkansas)

10:45 - 11:00 - | Break
AM
11:00 - 11:45 Project Update:
AM Real World Evidence — OPERAND
Moderator: Barbara Bierer
e Presentation of Results: William Crown (Optum)
e Response: David Martin (FDA)
11:45 AM - Panel Discussion:
12:45 PM Representation and Inclusion of Diverse Populations in Clinical Research
Introduction/Moderator: Barbara Bierer
Panel:
e Maria DeLeon (Parkinson’s Foundation)
e Matthew Rotelli (Eli Lilly and Company)
e  William Tap (Memorial Sloan Kettering Cancer Center, ASCO)
12:45-12:55 Project Update:
PM EU General Data Protection Regulation (GDPR)
e David Peloquin (Ropes & Gray)
12:55-1:00 PM | Closing Remarks
e Mark Barnes and Sarah White
1:00 PM Lunch
1:30-5:00 PM Executive Committee & Steering Committee Meeting
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