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Speaker Biographies

Marie Bradley is a Senior Advisor for RWE in the Office of Medical Policy, Center for
Drug Evaluation and Research (CDER). Her responsibilities related to real-world
evidence (RWE) include serving as lead for the Advancing Real-World Evidence
Program, the Real-World Evidence Subcommittee, and a portfolio of RWE
demonstration projects. She also evaluates complex real-world evidence related study
protocols submitted to FDA. Recently, she has been helping to drive Agency level RWE
initiatives in the Office of the Commissioner and is co-chair of FDA-RWE-ACCELERATE.
Dr. Bradley is an established advocate, speaker, and panelist across national and international platforms
on RWE related topics and participates extensively in external engagement. She is a
pharmacoepidemiologist and a pharmacist with over 16 years of experience working in regulatory,
government, and academic sectors in US and the UK, including 11 years at the FDA. Dr. Bradley has a PhD
in Pharmacoepidemiology and a Masters in Pharmacy degree from Queen’s University Belfast as well as
an MSc.PH degree from London School of Hygiene and Tropical Medicine.

Sebastian Schneeweiss is a physician, pharmaco-epidemiologist, and the Chief of the
Division of Pharmacoepidemiology, Department of Medicine, Mass General Brigham
in Boston. He is a Professor of Medicine. His research focuses on understanding the
effectiveness and safety of biopharmaceuticals in clinical practice. He has developed
methods to improve causal inference with secondary healthcare data to support
regulatory decision-making.

Shirley Wang is an Associate Professor at Brigham and Women’s Hospital, Harvard
Medical School. She leads a Meta-Research in Pharmacoepidemiology program, with
recent projects aimed at improving the transparency, reproducibility, and robustness
of evidence from healthcare databases (www.repeatinitiative.org) and informing when
and how real-world evidence studies can draw causal conclusions to inform regulatory
or other healthcare decision-making (www.rct-duplicate.org).

This event is supported by the Food and Drug Administration (FDA) of the U.S. Department of Health and Human
Services (HHS) as part of a financial assistance award UO1FD008451 totaling 51,399,999 with 100 percent funded
by FDA/HHS. The contents are those of the author(s) and do not necessarily represent the official views of, nor an

endorsement, by FDA/HHS, or the U.S. Government.
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