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Overall Workshop Objective: Obtain detailed multi-stakeholderand expertinput on specific questions
regardingthe currentlandscape of real-world evidence (RWE) of medical devices throughout the total
productlifecycle. Participants will identify areas where there has been movementinscalingand
expanding best practices as well as identifying methodological, technical, and/or data gaps that are
slowingorpreventing the development and/orexpansion of RWE generation for medical devices.

9:00 a.m.

9:10 a.m.

9:30 a.m.

10:15 a.m.

Welcome and Meeting Objectives
e Gregory Daniel, Duke-Robert]J. Margolis, MD, Centerfor Health Policy

Opening Statements
o JeffreyShuren, U.S. Food and Drug Administration
e Bill Murray, Medical Device Innovation Consortium

Session I: Review of Landscape Analysis Process
Session Objective: This session briefly outlines NESTcc’s process forthe development
of the landscape analysis. The discussion will solicit broad feedback on process and
planned nextsteps, as well as provide suggestions about other potential study areas
for NESTcc to considerasit continuesto develop the landscape analysis.
e Moderator

o Adrian Hernandez, Duke Clinical Research Institute
e Presenters

o Dawn Bardot, Medical Device Innovation Consortium

o Chandan Karnik, Deloitte Consulting, LLP
e Moderated Group Discussion

Session ll: Current Uses and Opportunities to Expand the Application of Real-World
Evidence (RWE)
Session Objective: This sessionincludes presentations of several short case studies on
ways that companies are making use of RWE outside of regulatory purposes and
throughout the total product lifecycle. The discussion willfocus on less-well-known
areas where RWE has been useful, particularly in the early-IDE space, as well ashow to
determine fit-for-purpose for various datasources.
e Moderator

o Gregory Daniel, Duke-Margolis Centerfor Health Policy
e Presenters

o Darrell Johnson, Medtronic

o JesseBerlin,Johnson &Johnson
e Responders

o Mitchell Krucoff, Duke Clinical Research Institute

o OwenFaris, U.S. Food and Drug Administration
e Moderated Group Discussion



11:45 a.m. Lunch

1:15 p.m. Sessionlll: Current Gapsin Using RWE

Session Objective: There are several well-known challenges in the collection of real-
world data (RWD). This sessionincludes two brief presentations highlighting the
progress made on structured data capture and device identification. The goal of both
the panelandthe group discussionistofocuson these and othersignificant gaps, the
underlyingreasons these gaps still exist, and what gaps should be prioritized during
the early development of NESTcc’s RWE landscape and ecosystem.
e Moderator

o Adrian Hernandez, Duke Clinical Research Institute
e Presenters

o JamesTcheng, Duke University

o KarenConway, GHX
e Responders

o NancyDreyer, QuintilesIMS

o Joseph Drozda, Mercy Health

o Danica Marinac-Dabic, U.S. Food and Drug Administration

o larry Wood, Edwards Lifesciences
e Moderated Group Discussion

2:45 p.m. Break

3:00 p.m. Session IV: Identifying High-Value Opportunities for Stakeholders

Session Objective: The goal of this sessionis to identify key priorities of the stakeholder
groups for the use of RWD for medical devices. A panel discussion of the shortand
long-term priorities forindividual stakeholder groups will start this session. The
subsequent moderator discussion will focus on the value of RWE, the landscape
analysis, and NESTcc to the different stakeholders, as well as how NESTcc might
prioritize development to deliver optimal valueto critical stakeholders.
e Moderator

o Gregory Daniel, Duke-Margolis CenterforHealth Policy
e Panel Discussion

o William Crown, OptumLabs

o AnnaMcCollister-Slipp, Scripps Translational Science Institute

o Philip Goodney, Dartmouth-Hitchcock Medical Center
e Moderated Group Discussion

3:45 p.m. Next Steps and Closing Remarks
e Gregory Daniel, Duke-Margolis Centerfor Health Policy

4:00 p.m. Adjourn

Funding for this workshop was made possible by the Food and Drug Administration through grant
7U01FDO004969. Views expressed in the written materials and by speakers and moderators do not
necessarily reflect the official policies of the Department of Health and Human Services nor does any
mention of trade names, commercial practices, or organization imply endorsement by the United States
Government.



