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Panelists

Title

Jeffrey Shuren, MD, JD (Presiding
Officer)

Assistant Commissioner for Policy,
Office of the Commissioner, FDA

Michael Carome, MD

Associate Director for Regulatory
Affairs, Office for Human Research
Protections

Sara Goldkind, MD, MA

Senior Bioethicist, Office of Critical Path
Programs, Office of the Commissioner,
FDA

Bonnie M. Lee

Associate Director for Human Subject
Protection Policy, Good Clinical Practice
Program, Office of the Commissioner,
FDA

Joanne Less, PhD

Associate Director for Clinical Research
and Government Affairs, Center for
Devices and Radiological Health, FDA

Catherine Lorraine, JD

Director, Policy Development and
Coordination Staff, Office of Policy,
Office of the Commissioner, FDA

Diane Maloney, JD

Associate Director for Policy, Center for
Biologics Evaluation and Research, FDA

Robert Temple, MD

Associate Director for Medical Policy,
Center for Drug Evaluation and
Research, FDA

Denise Zavagno, JD

Associate Chief Counsel for Biologics,
Office of the Chief Counsel, Office of the
Commissioner, FDA




