Industry Representative Pool for the Interests of the Medical Device Industry
Patient Engagement Advisory Committee

The FDA published a notice in the Federal Register (February 13, 2020, Vol. 85, No. 30, pp.
8298-8299) requesting that interested industry organizations select a pool of individuals, with
varying areas of expertise, to represent industry interest for the Committee. The Commissioner
or designee has the authority to select an individual from this pool to serve temporarily as a
nonvoting member, depending on the meeting topic. In accordance with the process described in
the notice, the following candidates were identified as participants in the pool, with terms

continuing to April 30, 2025.

Industry Segment

Primary

Alternate

Cybersecurity

Pat Baird
Senior Regulatory Specialist,
Head of Global Software Standards,

Damien McPhillips, PMP, CSQE
Sr. Quality Manager, Global Software
and Digital Health

Philips Boston Scientific Corp.
Communication of Benefit Jijo James, M.D., M.P.H. Elisabeth George, MS
& Risk Information to Chief Medical Officer, Elisabeth George Consulting LLC

Patients; Medical Device

Johnson and Johnson Medical Devices

7901 4 Street N. Suite 300

Labeling Companies & Global External Innovation St. Petersburg, FL 33702
Health of Rose E. Blackburne, M.D., M.B.A. Elisabeth George, MS
Women/Pediatrics Vice President, Elisabeth George Consulting LLC
(Vulnerable Population Global Head General Medicine 7901 4% Street N. Suite 300
Groups) Global Product Development St. Petersburg, FL 33702

Patient Engagement

Dan P. Stephens, Ph.D.
Principal Clinical Specialist,
Global Advocacy
Boston Scientific

Elisabeth George, MS
Elisabeth George Consulting LLC
7901 4™ Street N. Suite 300
St. Petersburg, FL 33702

Patient Preference
Elicitation

Dan P. Stephen, Ph.D.
Principal Clinical Specialist,
Global Advocacy
Boston Scientific

Rose E. Blackburne, M.D., M.B.A.
Vice President,
Global Head General Medicine
Global Product Development

Patient-reported Outcomes
Development, Validation

David Amor.
Head of Quality and Regulatory Affairs

Dan P. Stephens, Ph.D.
Principal Clinical Specialist,

and Use in Regulatory Apple, Inc. Global Advocacy

Studies or Clinical Practice Boston Scientific

Postmarket Studies, Elisabeth George, MS Jijo James, M.D.
including observational Elisabeth George Consulting LLC Chief Medical Officer,

and Registry-based Studies

7901 4™ Street N. Suite 300
St. Petersburg, FL 33702

Johnson and Johnson Medical Devices
Companies & Global External Innovation

Digital Health
Technology/Artificial
Intelligence

Diane M. Johnson
Senior Director North American Policy
Global Digital Health Policy Lead,
Johnson & Johnson

Pat Baird
Senior Regulatory Specialist,
Head of Global Software Standards,
Philips




