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John Concato, MD, MS, MPH, is Associate Director for Real-World
Evidence Analytics in the Office of Medical Policy, Center for Drug
Evaluation and Research (CDER), U.S. FDA. His responsibilities focus on
FDA’s Real-World Evidence (RWE) Program for drugs and biological
products, including internal Agency processes, external stakeholder
engagement, demonstration projects, guidance development, and serving
as Chair of CDER’s RWE Subcommittee. Dr. Concato joined FDA in 2019
after 27 years at Yale School of Medicine and the U.S. Department of
Veterans Affairs (VA), where he was Professor of Medicine, Director of the
VA Clinical Epidemiology Research Center, and one of two founding

principal investigators of the VA Million Veteran Program mega-biobank.

Jacqueline Corrigan-Curay
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Jacqueline Corrigan-Curay, J.D., M.D., is the Principal Deputy Center
Director in the FDA’s Center for Drug Evaluation and Research (CDER)
where she provides executive leadership on strategic initiatives that
advance CDER's mission to deliver safe, effective and high-quality
medications to the American public. Prior to taking on this role, Dr.

. Corrigan-Curay was the director of CDER’s Office of Medical Policy leading

the development, coordination, and implementation of medical policy
programs and strategic initiatives, including on real-world evidence, use of
technology in drug development and prescription drug promotion. Before
joining FDA, she served as senior medical officer with the Immediate
National Heart, Lung and Blood Institute (NHLBI) at the National Institutes

of Health (NIH). She also served as director of the Office of Biotechnology Activities, Office of

Science Policy at NIH.
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Simon Dagenais

Simon Dagenais, PhD is a healthcare researcher with a clinical background,
graduate training in epidemiology and health economics, and over 20
years of work experience designing, conducting, and communicating
scientific research to different stakeholders. He is currently the Lead for
Methods & Innovation in the RWE Platform at Pfizer. Previously, he was
the Global Neurology Lead in the RWE Center of Excellence at Vertex,
working on acute pain, DMD, DM1, and other pipeline programs. He also
worked in RWE, HEOR, and Clinical Development at Pacira
Pharmaceuticals to support their acute pain programs. Simon has
extensive experience advising researchers on selecting an appropriate
study design, developing study protocols, and analyzing complex real

world data to develop real world evidence (RWE). He completed a PhD in environmental health
with a concentration in epidemiology at the University of California, Irvine, and a MSc in health
economics, policy, and management at the London School of Economics and Political Science.

Tala Fakhouri

Tala H. Fakhouri, PhD MPH is the Associate Director for Data Science and
Artificial Intelligence in the Office of Medical Policy, Center for Drug
Evaluation and Research at Food and Drug Administration. Dr. Fakhouri
manages a team tasked with developing, coordinating, and implementing
medical policy with a focus on data science and the use of Artificial
Intelligence (Al) in drug development. These efforts include overseeing an

| Al policy group, as well as engaging external stakeholders and advancing

the development of regulatory science around the use of Al in drug
development. She also contributes to the development of medical policy
related to real-world evidence and the use of digital health technologies
for medical product development. In 2023, Dr. Fakhouri was selected by

the Office of Management and Budget (OMB) to serve on the Federal Committee for Statistical
Methodology for her expertise in statistical methods.
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Gerrit Hamre

] Gerrit Hamre, MA is a Research Director in Biomedical Regulatory Policy
at the Institute. Gerrit has worked for nearly 20 years in the
pharmaceutical industry with a focus on clinical research, regulatory,
and commercial roles. Central to much of his career work is extensive
internal and external stakeholder engagement to advance innovative,
evidence-based healthcare solutions. He has often worked in the drug
development and approval environment. Highlights of Gerrit’s career so
far have included his work in the Food and Drug Administration’s Office
of Legislation and as a Peace Corps Volunteer in South Africa.

Rachele Hendricks-Sturrup

Rachele Hendricks-Sturrup, DHSc, MSc, MA is the Research Director of
Real-World Evidence (RWE) at the Duke-Margolis Institute for Health
Policy in Washington, DC, strategically leading and managing the
Institute's RWE Collaborative and RWE policy research portfolio and
education. As an engagement expert, biomedical researcher, bioethicist,
and policy practitioner with over 18 years of experience, her work centers
on addressing implementation, regulatory, and ethical, legal, and social
implications (ELSI) at the intersection of health policy and innovation. She
presently partners with Duke University faculty, scholars, students, and
external practicing experts to advance the Institute's biomedical
innovation work. She received a Duke-Margolis Mentor Award in 2023. To date, Dr Hendricks-
Sturrup has published impactful commentary and original research in high-quality, peer-
reviewed journals and has presented at and served on program committees for several
conferences. She presently serves on the Board of Directors for Public Responsibility in
Medicine and Research (PRIM&R), Professional Society for Health Economics and Outcomes
Research (ISPOR) Steering Committee, and is a 2024 AcademyHealth Trust Scholar.
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Stefan James

Stefan James is Professor of Cardiology and Scientific Director of
Uppsala Clinical Research Center at Uppsala University. He is a Senior
Interventional Cardiologist at Uppsala University Hospital Sweden.
Stefan James has served as Pl on steering committees for numerous
international trials in cardiology and has pioneered the concept of
registry based randomized clinical trials. He has served as the
chairman of the Swedish Coronary and Angioplasty registry of
SWEDEHEART and the president of the Swedish Cardiac society and
chaired the Clinical Practise Guidelines of the European Society of

Cardlology for several years. His research has been published in 600 peer-reviewed

cardiology journals, and he is an associate editor of Circulation and an editorial board
member for the European Heart Journal, and American Heart Journal. Stefan James has
received numerous reseach prizes and awards. For several years, he has been named by
Thomson Reuters as a ‘Highly Cited Researcher’, ranking him among the top 1% most cited

in clinical medicine.

Jenni Li

Jenni Li, PhD is Associate Director for RWE at the Office of Surveillance
and Epidemiology (OSE) in CDER FDA. She leads office activities relating
to RWE, overseeing OSE’s scientific input into guidance and policy
development. Dr. Li has been with the FDA since 2012 and has led many
major pre- and post-market epidemiological reviews, resulting in
approvals of novel drugs and important safety labeling changes. Dr. Liis a
member of the FDA RWE Subcommittee and a member of the Leadership
Team for the Advancing RWE Program.
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Trevan Locke

Trevan Locke is an Assistant Research Director at Duke-Margolis working
on issues related to biomedical innovation. He oversees Duke-Margolis'
involvement as a founding member of the Advancing Clinical Trials at the
Point of Care Coalition and workstreams on evidence generation for Duke-
Margolis' Real-World Evidence Collaborative. Previously, he worked as a
Regulatory Science and Policy Analyst at the American Association for
Cancer Research on regulatory issues impacting cancer care and the
development of cancer therapies, including considerations for equitable
clinical trial enrollment. Dr. Locke completed a Bachelor of Engineering in
Chemical and Biomolecular Engineering at Vanderbilt University and a PhD

in Chemical and Biochemical Engineering at Rutgers University, where his research focused on
the development of nanoparticles for the delivery of chemotherapy to treat cancer.

Yun Lu

Julia Luan

Yun Lu, PhD is the Deputy Division Director at Division of Analytics and
Benefit-Risk Assessment (DABRA), FDA/CBER/Office of Biostatistics and
Pharmacovigilance (OBPV). Dr. Lu joined the FDA in 2010 as a
Mathematical Statistician, and she has extensive experiences with real-
world evidence reviews and post-marketing vaccine safety and
effectiveness studies using real-world data.

Julia Luan, PhD, RAC currently holds the position of Executive Regulatory
Science Director at AstraZeneca (AZ). Her responsibilities include
overseeing the global regulatory strategy in the cardiovascular, renal, and
metabolic disease (CVRM) areas and supporting the research,
development, and commercialization of CVRM products across AZ’s
portfolio. Additionally, she leads the AZ Health Authority Alumni Advisory
Group and AZ RWE for Regulatory Purposes Working Group, and drives
external engagement initiatives with KEEs, global trade organizations and
Health Authorities such as FDA, EMA, PMDA and CDE, particularly in the
realm of Real World Data/Real World Evidence. Prior to joining AZ, she
gained over 13 years of experience at the FDA CDER Office of Biostatistics,

where she served as a Statistical Primary Reviewer, Team Leader, and Acting Deputy Division
Director. Preceding her tenure at the FDA, she led a Data Management & Analysis Group at
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Johns Hopkins University and worked as a Statistical Consultant at the University of Kentucky
Medical Center. Dr. Luan has published 10 peer-reviewed journal articles and 3 book chapters,
delivered 40+ invited presentations, and taken leadership roles in organizing and chairing 30+
sessions at international conferences. Furthermore, she served on the DIA RWE Annual
Conference Program Committee (2020-2023), has been selected for a three-year tenure on the
DIA Global Annual Conference Program Committee (2023-2026), and is the President of Chinese
Biopharmaceutical Association (2023-2024).

Nicole Mahoney

Nicole Mahoney, PhD is an Executive Director for Regulatory Policy at
Novartis, focused on the use of real-world evidence, artificial intelligence
and digital tools in drug development. In this role, she contributes to
several collaborative policy efforts with multistakeholder organizations and
industry trade associations. Prior to Novartis, Nicole was the head of
Regulatory Policy at Flatiron Health, where she helped advance the use of
RWE for regulatory decision making in oncology and catalyzed the
formation of the RWE Alliance. Nicole developed and advanced anti-
infectives policies as a Director of Global Regulatory Policy at Merck, senior
officer for the Pew Charitable Trusts' antibiotics and innovation project,
and US Food and Drug Administration Commissioner’s Fellow. She earned
a doctorate in biochemistry from the Albert Einstein College of Medicine and was a postdoctoral
fellow at the University of California, San Francisco.

Dan Riskin

Dan Riskin, MD, MBA is Founder and CEO of Verantos and Clinical
Professor at Stanford University. Dr. Riskin is an expert in healthcare
artificial intelligence and successful serial entrepreneur. Products he has
developed and commercialized benefit millions of patients annually. He
has spoken on medical technology at FDA, NASA, DARPA, NSF, NIH, and
CMS. His contributions have been featured in Forbes, The Wall Street
Journal, and other leading media. He served on the Obama and Biden
Healthcare Policy Committees, testified before Congress on the 21
Century Cures Initiative, and serves as a Congressional appointee of the
- US Health IT Advisory Committee. Dr. Riskin holds a MD, MBA, and four
board certifications including surgery, critical care, palliative care, and clinical informatics. He
trained at MIT, Stanford University, and University of California.
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Donna Rivera

Donna R. Rivera, PharmD., MSc., FISPE is the Associate Director for
Pharmacoepidemiology in the Oncology Center of Excellence at the U.S.
Food and Drug Administration. She leads the Oncology Real World
Evidence (RWE) Program, focused on the regulatory review of real world
data (RWD) and RWE in oncology across CDER, CBER, and CDRH,
management of the RWD research portfolio strategy, engagement and
education, and development of regulatory policy to support the OCE
mission. As a pharmacist and pharmacoepidemiologist, Dr. Rivera has
interests in the use of RWD to advance health equity, pragmatic study
designs and novel methodological approaches, and appropriate uses of
RWD for drug development to increase access of safe and effective

therapies to patients. She has published over 80 peer-reviewed publications and presented at
various scientific conferences nationally and internationally. Dr. Rivera is a Fellow of the
International Society for Pharmacoepidemiology and was honored as a 40 Gators Under 40 by
the University of Florida. Dr. Rivera earned her Doctor of Pharmacy and Master of Science in
Pharmaceutical Sciences with a specialization in Pharmacoepidemiology from the University of
Florida College of Pharmacy. She completed an NCI postdoctoral fellowship in
Pharmacoepidemiology and Pharmacogenomics.

Sebastian Schneeweiss

Wj* Sebastian Schneeweiss, M.D., Sc.D., is a Professor of Medicine at Harvard
Medical School and Chief of the Division of Pharmacoepidemiology,
Department of Medicine, Brigham and Women'’s Hospital in Boston. He
holds a secondary appointment in the Department of Epidemiology of the
Harvard T.H. Chan School of Public Health.His research focuses on
assessing the effectiveness and safety of biopharmaceuticals in clinical
practice. He has developed and applied analytic methods to improve the
accuracy of estimating causal treatment effects of newly-marketed drugs
using complex digital healthcare databases. His work is published in >500
articles and is used for regulatory and coverage decision making around the globe. He is funded
by NIH, PCORI, Burroughs Wellcome, and the FDA where he is also a voting consultant. He is
Principal Investigator of the FDA Sentinel Innovation Center and co-leads the RCT-DUPLICATE
initiative and ENCORE to understand when and how real-world evidence studies can reach
robust conclusions to support regulatory and HTA decisions. He is Past President of the
International Society for Pharmacoepidemiology and is a Fellow of the American College of
Epidemiology, the American College of Clinical Pharmacology, and the International Society for
Pharmacoepidemiology. In 2024, he is Visiting Fellow of the Center for Advanced Studies,
Ludwig-Maximilians-Universitat, Munich.




