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Agenda

The Duke-Margolis Institute for Health Policy engages stakeholders through the Real-World Evidence
(RWE) Collaborative to guide high-priority efforts aimed at improving the development and use of real-
world data (RWD) and evidence for more informed health care decision-making. Each year, the RWE
Collaborative convenes experts to discuss the latest innovations in RWD/E policy. This year’s convening
will consider how RWD/E can routinely inform regulatory and coverage decisions, integrate research into
patient care, and foster greater harmonization across the health policy ecosystem.

12:00 pm

12:10 pm

1:00 pm

Welcome and Opening Remarks
Rachele Hendricks-Sturrup, Duke-Margolis Institute for Health Policy

Session 1: Fireside Chat on U.S. RWE Policy Developments

Objective: Our first session will highlight the latest U.S. health policy developments that
could facilitate greater RWE generation and implementation for health care decision-
making. Discussants will focus on timely opportunities for RWD/E and to support
bipartisan goals for a more effective, efficient health care landscape.

Moderator: Mark McClellan, Duke-Margolis Institute for Health Policy
Discussant: Joyce Lau, Centers for Medicare and Medicaid Services
Discussant: Jacob Shiff, Centers for Medicare and Medicaid Services
Discussant: Michelle Tarver, U.S. Food and Drug Administration

Session 2: Policy at the Intersection of Al and RWE-Powered Research

Objective: Artificial intelligence (Al) is rapidly changing health care delivery and research.
Consequently, health data policy reforms must consider Al’s impact on data quality,
relevance, reliability and fitness-for-purpose and -use. Discussion will cover opportunities
presented by integrating Al and RWD sources (e.g., registries and electronic health
records) and implications for regulatory decision-making and the RWE-powered research
that could inform those decisions.

Moderator: Lesley Curtis, Duke University
Panel Discussion:

e Aaron Cohen, Flatiron Health

e Nick Honig, Highlander Health
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1:50 pm

2:05 pm

3:00 pm

3:50 pm
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e Dena Jaffe, Oracle Health and Life Sciences
e Emilie Scherrer, Tempus Al

Break

Session 3: RWE to Shape Adaptable, Resilient, and Responsive Learning Health
Systems

Objective: Demand for health care continues to grow, and patient needs continue to
evolve. RWE can facilitate continuous learning at health systems for more efficient
operations and effective interventions that address individual and community health
priorities. Panelists will highlight specific opportunities for RWD/E and learning health
system principles to build robust health system responses.

Moderator: Rachele Hendricks-Sturrup, Duke-Margolis Institute for Health Policy
Panel Discussion:

e Fraser Gaspar, MITRE

e Sarah Greene, National Academy of Medicine

e Collin Hovinga, Critical Path Institute

e Chelsea Swanson, Duke-Margolis Institute for Health Policy

e Mina Tadrous, University of Toronto

e Alex Vance, Holmusk

Session 4: RWE in Coverage, Payment, and Drug Pricing Decisions

Objective: Panelists will consider opportunities for RWD/E to inform public and private
sector decisions on payment, coverage, and drug pricing policy. Discussion will showcase
cross-disciplinary stakeholder perspectives on how RWE has been, and can continue to
be, integrated into these decisions.

Moderator: Rachele Hendricks-Sturrup, Duke-Margolis Institute for Health Policy
Panel Discussion:

e Pat Arena, Datavant

e Ashley Jaksa, Pedestal Health

e Cate Lockhart, Academy of Managed Care Pharmacy

e Mark Marsico, Merck

Session 5: The State of RWE Regulatory Policy: Lessons for Industry

Objective: The afternoon will conclude with a discussion about recent regulatory guidance
for medical product developers. We will hear practical lessons for industry about how
guidelines can be operationalized to submit informative, fit-for-purpose and -use RWE to
regulators. Discussion will include regulatory conversations and topics that industry
would like to prioritize in the coming year.
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Moderator: Motiur Rahman, U.S. Food and Drug Administration
Panel Discussion:

e Wei Liu, Johnson & Johnson

e Irene Nunes, Genmab

e Gracy Crane, Roche

e Carol Koro, GSK

4:40 pm Closing Remarks
Rachele Hendricks-Sturrup, Duke-Margolis Institute for Health Policy

4:45 pm Adjournment
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