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Patrick Arena is Senior Director at Datavant, where he leads initiatives advancing the 
generation and use of real-world evidence (RWE) for regulatory, health technology 
assessment (HTA), and payer decision-making. His focus includes real-world study 
design, real-world data (RWD) transportability and transferability, and improving the 
applicability of RWE across decision contexts. Pat has contributed to global 
collaborations and thought-leadership efforts focused on RWE methodology, regulatory 
and HTA alignment, and methodological innovation in pharmacoepidemiology. He also 

has expertise in evidence synthesis, including systematic literature reviews and meta-analyses across 
clinical and methodological areas. His broader research has examined COVID-19 mitigation measures and 
perinatal outcomes, transportability methods for RWE generation, post-marketing safety, and the use of 
RWD to support healthcare decision-making. Across these efforts, Pat’s work centers on strengthening 
the rigor, transparency, and relevance of evidence used by regulators, HTA bodies, payers, and other 
healthcare stakeholders. 
 

Aaron Cohen is a medical oncologist, clinical informatician, and epidemiologist serving 
as Head of Clinical AI and Digital Oncology at Flatiron Health. In this role, he helps shape 
Flatiron’s AI and data strategy, working cross-functionally with machine learning 
engineers, data scientists, and clinical teams to develop clinically grounded AI 
capabilities spanning EHR data curation, insight extraction, predictive modeling, and 
decision support. Drawing on his perspective as both a practicing clinician and health 
outcomes researcher, Aaron’s work focuses on novel approaches to AI quality 

evaluation and benchmarking, as well as ensuring that AI tools are grounded in real clinical needs, aligned 
with how care is delivered in practice, and held to rigorous standards for validity, transparency, and trust. 
He has published extensively on these topics and presented his work at national and international forums, 
including ASCO, the National Cancer Policy Forum, and the National Cancer Institute. In addition to his 
work at Flatiron, Aaron is an Adjunct Assistant Professor at NYU School of Medicine and cares for patients 
with solid tumor malignancies at Bellevue Hospital. He completed his undergraduate degree, medical 
degree, and M.S. in Clinical Epidemiology at the University of Pennsylvania, followed by residency in 
internal medicine and fellowship in hematology/oncology at the Hospital of the University of 
Pennsylvania. He is board certified in internal medicine, medical oncology, and clinical informatics. 
 

Gracy Crane is a cancer biologist by training with a Master in Biomedical Research and 
a Ph.D. in Cancer Biology. She has also completed post-doctoral training fellowships at 
Oxford University (UK) and Massachusetts Institute of Technology (USA). She has over 
12 years of years of experience in the pharmaceutical industry, in varying roles including 
medical and scientific affairs, clinical development, health outcomes research and real 
world data. Currently, she is the RWD & Pragmatic Trials policy lead and Chapter Lead 
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within the Global Regulatory Science team at Roche. She has authored many publications on this topic 
and has presented in many international conferences. Gracy is also part of a number of external 
steering/working groups including the ISPOR RWD transparency Initiative 
(https://www.ispor.org/strategic-initiatives/real-world-evidence/real-world-evidence-transparency-
initiative), the Duke Margolis RWE Collaborative, and a member of EFPIA IEGU. She is also a co-author on 
the HARPER work: https://onlinelibrary.wiley.com/doi/full/10.1002/pds.5507 
 
 

Lesley Curtis is Chair of the Department of Population Health Sciences and Professor 
of Population Health Sciences and Medicine at the Duke University School of 
Medicine. A health services researcher by training, she is a national leader in the use 
of health care data for clinical outcomes and health services research, as well as in 
efforts to improve data quality and infrastructure for research and policy. She is co-
Principal Investigator of the NIH Pragmatic Trials Collaboratory, which aims to expand 
national capacity for large-scale pragmatic trials embedded in health care delivery. She 

is also a co-Investigator of the coordinating center for PCORI’s National Clinical Research Network 
(PCORnet), which partners with health systems and patient networks to enable robust observational and 
interventional research using harmonized electronic health record data. From 2018 to 2020, she served 
as Interim Executive Director of the Duke Clinical Research Institute, and from 2023 to 2025, she was 
Senior Policy Advisor at the U.S. Food and Drug Administration, supporting the Agency’s post-market 
evidence generation initiative. 
 

Fraser Gaspar is a Principal Epidemiologist at MITRE, specializing in the intersection 
between epidemiology, biostatistics, and data science. Dr. Gaspar has a PhD and MPH 
in Environmental Health Sciences from the University of California-Berkeley’s School of 
Public Health. Dr. Gaspar has authored more than 30 peer-reviewed papers. Dr. Gaspar 
is passionate about leveraging real-world data (RWD) and artificial intelligence (AI) to 
generate real-world evidence at scale. His current projects include 1) building a data 
platform that employs large language models (LLMs) for data harmonization and 

standardization and 2) developing an adverse event detection platform that utilizes LLMs to abstract 
clinical concepts from FHIR data. In addition to his work at MITRE, Fraser is an Associate Editor for 
Frontiers in Health Services. 
 
 

Sarah Greene is a consultant, advisor, and cancer research advocate with expertise in 
learning health systems (LHS), communication, electronic health data, and person-
centered care. She is a consultant and Senior Advisor at the National Academy of 
Medicine and previously served as the inaugural Executive Director of the Health Care 
Systems Research Network, a consortium of real-world research centers. Previously, 
Ms. Greene was an Associate Director at PCORI, providing intellectual and 
organizational leadership for PCORnet®. Consulting clients include the National Cancer 

Institute, PCORI, Trillium Health Partners, AcademyHealth, and Kaiser Permanente. Ms. Greene held 
multiple positions at Group Health Cooperative (now Kaiser Permanente Washington), including strategy 
director and research institute faculty, where she studied cancer care, health literacy, and optimizing 
collaboration. Her lived experience with Stage 3 cancer informs and infuses her approach to solving big 
problems in health and health care. Among her service activities, she is an Associate Editor of the Learning 
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Health Systems Journal, Chair of the AcademyHealth LHS Interest Group, and Chair of the MedStar Health 
Research Institute Board of Directors. Throughout her career, Ms. Greene has frequently served in 
strategic planning, change management, infrastructure building, and team development roles. An 
accomplished writer and speaker with more than 200 publications and presentations, Ms. Greene 
received both her MPH and BA in Psychology and Italian from Indiana University and was named a Fellow 
of the American Medical Informatics Association in 2025, in recognition of her commitment to bridging 
data science and team science. 
 
 

Rachele Hendricks-Sturrup 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 a nationally and internationally recognized engagement expert, 
biomedical researcher, bioethicist, and policy practitioner, her work explores and 
directly addresses key regulatory and implementation science issues and ethical, legal, 
& social implications (ELSI) at the intersection of health policy and innovation. Dr. 

Hendricks-Sturrup presently serves as Co-Chair of the Association for Clinical and Translational Science 
(ACTS) Regulatory Science Special Interest Group, on the Board of Directors for Public Responsibility in 
Medicine and Research (PRIM&R) and Board of Managing Directors for the Academy of Managed Care 
Pharmacy (AMCP) Research Institute, Professional Society for Health Economics and Outcomes Research 
(ISPOR) Steering Committee, and Program Committee (including Co-Chair) for the Drug Information 
Association (DIA)’s annual RWE Conference. She is a Voluntary Assistant Professor in the Department of 
Informatics and Health Data Science at the University of Miami Miller School of Medicine and an active 
member of the Center for Precision Health within the Duke Clinical and Translational Science Institute. 
She is a 2026 Fellows of ACTS (FACTS) Award Recipient, having been recognized for her outstanding 
contributions, leadership, and lasting impact in advancing the field of clinical and translational science.  
 
 

Nick Honig is the Executive Director of Highlander Health, where he oversees the 
Highlander Health Institute projects and supports the Highlander Health Partners 
portfolio of companies. An attorney by training, Nick was previously Head of 
Regulatory at Aetion, a real-world evidence analytics company. Nick has also worked 
in Pfizer’s Chief Business Office and the Food and Drug Administration’s Office of Chief 
Counsel. 
 

 
Collin Hovinga serves as Vice President of the Rare and Orphan Disease Programs at 
the Critical Path Institute overseeing C-Path’s Rare Disease Cures Accelerator-Data and 
Analytics Platform and the Critical Path for Rare Neurodegenerative Diseases public-
private partnership. Dr. Hovinga completed his Bachelor of Science Degree in Biology 
and Doctor of Pharmacy degrees from Creighton University in Omaha, Nebraska. After 
which he pursued a Residency and Fellowship in Pediatric Pharmacotherapy with 
emphasis in Pediatric Neuroscience at the University of  Tennessee, Memphis, 

LeBonheur Children’s Medical Center. He has a Fellowship at the Food and Drug Administration Office of 
Clinical Pharmacology and a Masters of Epidemiology from the University of Tennessee Health Science 
Center. Dr. Hovinga has been active in studying factors that influence the efficacy, safety, and the 
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pharmacology of antiepileptic drugs in children, patient adherence to medications, and acute seizure 
management. Dr. Hovinga is recognized as an expert in neuropharmacology. 
 
 

Dena Jaffe is a Principal Product Manager for Oracle Health and Life Sciences, leading 
Real-World Data and Population Health initiatives. In this role, she directs cross-
functional efforts across product, engineering, science, and legal teams to design, 
curate, and govern Oracle Health RWD to ensure it is compliant with data use 
agreements and HIPAA privacy rules, and reliable, relevant, and high-quality to support 
both real-world evidence generation and clinical care. She is responsible for these 
processes for the aggregated RWD EHR data sourced from over 250 healthcare systems 

and 120 million patients. Dena brings over 20 years of experience spanning epidemiology, quality-of-care 
research, and real-world evidence methodology. Her expertise centers on RWD quality and curation, with 
a broader publication record spanning health inequalities, healthcare quality indicators, and disease 
burden across oncology, migraine, asthma, and rare disease.Dena's recent work applied NLP to 
unstructured clinical notes for safety-signal detection in a linked RWD EHR and claims study with and 
supported by FDA's Sentinel Innovative Center. She recently published guidance in Health Affairs Scholar, 
with co-authors Dr. Brad Malin of Vanderbilt University Medical Center and Dr. Rachele Hendricks-Sturrup 
of the Duke-Margolis Institute for Health Policy, on aligning data privacy compliance with fit-for-purpose 
usability standards for EHR-derived real-world data.Dena holds a Master's degree in Pharmacology and a 
Ph.D. in Epidemiology from Case Western Reserve University. 
 
 

Ashley Jaksa is Principal, Research Partnerships at Pedestal Health, where she leads the 
strategic growth of research collaborations. Her role centers on developing and 
executing high-impact research partnerships with pharmaceutical, biotechnology, and 
other stakeholders to redefine how retrospective and prospective data are used to 
advance disease research and treatments. Prior to joining Pedestal Health, Ashley held 
roles at Aetion, CVS Health, and Context Matters, where she contributed to the 
evolution of evidence generation strategies across the healthcare ecosystem. Her 

research focuses on improving the use of real-world evidence (RWE) in regulatory, payer, and health 
technology assessment (HTA) decision-making. She has presented her work at leading conferences 
including ISPOR, HTAi, and AMCP, and her research has been published in a range of peer-reviewed 
journals. Ashley holds a Bachelor’s degree from the University of Michigan and a Master of Public Health 
from Yale University. Ashley is an active contributor to the RWE community, serving on ISPOR’s Real-
World Evidence and RWE4Decisions Steering Committees, SustainHTA’s Advisory Council, AMCP’s RWE 
Research Initiative, and the Editorial Board of the Journal of Comparative Effectiveness Research. She is 
also a former Chair of ISPOR’s Real-World Evidence Subject Matter Interest Group 
 

Carol Koro is Vice President and Head of Global Epidemiology and Real-World Evidence 
at GSK, with over 24 years’ experience in pharmacoepidemiology. She is a registered 
pharmacist in Pennsylvania, holding a Ph.D. and M.S. in Pharmaceutical Health Services 
Research from the University of Maryland. Dr. Koro’s expertise spans drug and vaccine 
safety and effectiveness, real-world data analysis, and conducting observational post-
authorisation safety and efficacy studies for global regulatory agencies. She has 
published more than 60 peer-reviewed papers and developed processes ensuring 
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regulatory compliance and audit readiness. Dr. Koro is also an Affiliate Assistant Professor at the University 
of Maryland, teaching Pharmacoepidemiology Methods to doctoral students, and serves as Vaccines 
Europe representative for the EMA Focus Group on RWD/RWE. She acts as a reviewer for scientific 
journals, is a Merit Reviewer for PCORI, and is a Fellow and Board member of the International Society of 
Pharmacoepidemiology. 
 

Joyce Lau is the Director of Strategy and Technology at the Center for Medicare and a 
Senior Advisor at CMS. Prior to joining the government, she spent 10+ yrs in the private 
sector, the majority of which was at Bain Capital as a healthcare investor where she 
focused on value-based care, care delivery, and the pharmacy benefit ecosystem. 
 
 
 

 
Wei Liu is a Director in Data, Data Science, and Artificial Intelligence (DDSAI) Real-World 
Evidence at Johnson & Johnson Innovative Medicine. He leads cross-therapeutic 
initiatives to advance the use of real-world data, digital health technologies, and 
innovative analytical approaches to support drug development and evidence 
generation. His work focuses on regulatory-grade real-world evidence (RWE), 
innovative clinical trial and study designs, external and hybrid control strategies, and 
AI-enabled approaches to evidence generation. He also leads and contributes to 

initiatives that advance frameworks and best practices for the use of RWE, artificial intelligence, digital 
health technologies, and other emerging approaches in drug development. Prior to joining Johnson & 
Johnson, he served as a senior epidemiology reviewer at the U.S. Food and Drug Administration. 
 

Cate Lockhart is the Chief Science Officer of the Academy of Managed Care Pharmacy 
(AMCP) and the Executive Director of the Biologics and Biosimilars Collective 
Intelligence Consortium (BBCIC) where she is responsible for all AMCP research 
programs, including those within the BBCIC multi-stakeholder research collaboration. 
She is a proven leader in health economics and outcomes research (HEOR), 
observational research, and managed care pharmacy through experience in the 
biopharmaceutical sector, experience as a consultant, and her current role at the AMCP. 

Cate has three undergraduate degrees: Electrical Engineering, Visual Communications, and Theatre Arts. 
She also has three advanced degrees: PharmD, M.S. in HEOR, and a Ph.D. in Pharmaceutical Sciences. She 
has one U.S. Patent. 
 

Mark Marsico is a Senior Director in Global Science and Regulatory Policy at Merck. His 
work focuses on advancing policies that support the generation and appropriate use of 
comprehensive, clinically relevant data from non-interventional studies to help 
demonstrate the value of medicines and vaccines. Mark has been with Merck since 
2002 and spent 14 of those years as an epidemiologist, giving him a long-standing 
grounding in observational research and real-world evidence. His work has supported 
programs in oncology, vaccines, ophthalmology, and neuroscience, with experience 

spanning disease natural history, vaccine safety, tumor characterization, patient-centered endpoint 
development, and the use of real-world data to inform decision-making. For today’s panel, Mark brings a 
perspective grounded in the path from data, to evidence, to decisions. He is especially interested in how 

file:///C:/Users/vag19/AppData/Local/Box/Box%20Edit/Documents/1+r91KbgjkW3cwOvFNFxkQ==/healthpolicy.duke.edu


 

 
Duke-Margolis Center for Health Policy │ healthpolicy.duke.edu 6  

real-world evidence can complement clinical trial evidence, reduce uncertainty after launch, and support 
fit-for-purpose assessments of value across the product lifecycle. His current work includes engaging with 
the evolving external policy environment, contributing to discussions on RWE standards for HTA and payer 
decision-making, and helping connect evidence generation with access strategy. Across this work, the goal 
is to ensure that RWE is generated transparently, is methodologically sound, and addresses the questions 
that matter for reimbursement, access, and pricing—while keeping patient outcomes at the center. 

 
Mark McClellan is the Robert J. Margolis Professor of Business, Medicine, and Policy, 
and founding Director of the Duke-Margolis Institute for Health Policy at Duke 
University. Dr. McClellan is a doctor and an economist who has addressed a wide range 
of strategies and policy reforms to improve health care, including payment reform to 
promote better outcomes and lower costs, methods for development and use of real-
world evidence, and strategies for more effective biomedical innovation. At the center 
of the nation’s efforts to combat the pandemic, Dr. McClellan is the coauthor of a 

roadmap that details the steps needed for a comprehensive COVID-19 response and safe reopening of 
our country. His current work on responding to the COVID-19 public health emergency spans virus 
containment and testing strategies; reforming health care toward more resilient models of delivering 
better, more equitable care; accelerating the development of therapeutics and vaccines, and building a 
more robust global response to the pandemic. Before coming to Duke, he served as a Senior Fellow in 
Economic Studies at the Brookings Institution, where he was Director of the Health Care Innovation and 
Value Initiatives and led the Richard Merkin Initiative on Payment Reform and Clinical Leadership. 
 

Irene Nunes heads Global Regulatory Affairs and Policy at Genmab. She was head of 
regulatory affairs at Flatiron Health as well as pharmacovigilance at TG Therapeutics. 
She led regulatory teams at Daiichi Sankyo and Merck & Co. across therapeutic areas in 
oncology, autoimmune disease, neuroscience and ophthalmology. Expertise in 
observational research and RWD studies was obtained first-hand as the clinical and 
regulatory lead for a cystic fibrosis study aimed to qualify novel biomarkers of acute 
kidney injury sponsored by FNIH. Before her long tenure in the pharmaceutical industry, 

Irene was an NIH-funded neuroscientist leading a research program in brain and retinal development at 
Columbia University. She received her OD at SUNY College of Optometry and PhD in cell and molecular 
biology at NYU School of Medicine. 
 

Motiur Rahman is a Senior Epidemiologist and Policy Advisor in Real-World Evidence 
(RWE) Analytics within the Office of Medical Policy at CDER, FDA. He leads the consult 
service for reviewing RWD study submissions, leads international regulatory 
collaborations including ICH initiatives, and supports internal training and process 
development. He serves as FDA topic lead for the ICH E23 Working Group, contributes 
to FDA-funded demonstration projects, and is a core member of the RWE 
Subcommittee. Dr. Rahman joined FDA in 2022 after more than a decade of academic 

and industry experience conducting observational studies across diverse therapeutic areas. A pharmacist 
by training, he holds a PhD in Pharmacoepidemiology and a Master’s in Statistics. 
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Emilie Scherrer leads the Outcomes Research Team at Tempus AI and represents 
Tempus on the Real World Evidence Alliance. Emilie was previously the Global Director 
of Health Economics and Outcomes Research at Seagen. She worked in biopharma 
(Amgen, Merck, Seagen, Pfizer) for a decade in roles across HEOR, RWE, and market 
access. She has extensive knowledge in designing and executing non-interventional, 
observational research studies for external dissemination (50+ publications) and 
regulatory submissions. Emilie earned an undergraduate degree from USC and a 

Masters in Health Economics from the London School of Economics / LSHTM.  
 
 

Jacob Shiff is Chief AI & Technology Officer at the CMS Innovation Center. Jacob focuses 
on payment policy to enable the effective adoption of AI and technology across the 
healthcare system, including initiatives like the CMS ACCESS model. Prior to 
joining CMS, Jacob co-founded and led Anomaly, a venture-backed startup streamlining 
the health insurance billing and payment process, and worked at Redesign Health, 
Flatiron Health and Google. Jacob has a B.A. from the University of Pennsylvania and 
MBA from Stanford University. 

 
 

Chelsea Swanson is an Assistant Policy Research Director at the Duke-Margolis 
Institute for Health Policy and serves as the Managing Director for the NC Integrated 
Care for Kids (NC InCK) Model. NC InCK is a federally-funded local care delivery and 
payment model aimed at improving the way children enrolled in NC Medicaid receive 
care and support services. Working with faculty leadership, Rushina Cholera, Chelsea 
helps to develop and manage future work in child and family health policy. Chelsea 
obtained her Master’s in Public Health at the University of North Carolina at Chapel 

Hill, where she studied systems and behaviors that drive equitable health care access. Chelsea has 
worked across a variety of interdisciplinary teams, programs, and projects focused on improving access 
to and delivery of behavioral health care for families across North Carolina. Prior to joining Duke-
Margolis, Chelsea served as a Program Director for the North Carolina Psychiatry Access Line (NC-PAL) 
Program and later as the Program Manager of Behavioral Health for the Duke Primary Care Network. 
Across these positions, Chelsea managed teams in the development, expansion, and evaluation of 
program objectives such as the delivery of behavioral health care in the primary care setting, network 
adequacy, workforce development, and community stakeholder engagement. 
 
 

Mina Tadrous is an associate professor at the University of Toronto and is the founding 
director of the Toronto Centre for Real-World Evidence and co-director of the Ontario 
Drug Policy Research Network (ODPRN), and holds a Tier 2 Canada Research Chair in 
Real-World Evidence and Pharmaceutical Policy. His research focuses on the use of real-
world data to inform pharmaceutical policy and optimize medication use. 
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Michelle Tarver is a visionary public health executive, board-certified in ophthalmology 
with a doctorate in epidemiology, who serves as the Director of the Center for Devices 
and Radiological Health. She has spent more than 15 years as a medical device regulator, 
driving strategic initiatives, conducting clinical research, and changing organizational 
culture. Dr. Tarver has held various leadership positions while at FDA, including the 
Deputy Director of the Office of Strategic Partnerships and Technology Innovation and 
the Program Director of Patient Science and Engagement. Over the course of her career, 

she has conducted laboratory-based and epidemiological studies, clinical trials, and surveys to capture 
patient preferences, as well as developed registries and patient-reported outcome measures. Dr. Tarver 
has extensive policy experience in crafting regulations, guidances, and conducting premarket and 
postmarket reviews. She most recently served as the Deputy Center Director for Transformation, steering 
the development, implementation, and direction of CDRH’s transformative projects and strategic 
initiatives. Under her leadership, CDRH has launched efforts to amplify the perspectives of people living 
with medical conditions, foster collaboration across the healthcare ecosystem, and stimulate creative 
evidence generation pathways. Dr. Tarver received a B.S. in Biochemistry from Spelman College in Atlanta, 
GA and completed the M.D./Ph.D. program at The Johns Hopkins University School of Medicine and 
Bloomberg School of Public Health. As a dedicated clinician, she continues to care for people living with 
inflammatory eye conditions. 
 

Alex Vance is Chief Clinical Data Officer at Holmusk, where he leads the company’s 
clinical data strategy and development of large-scale, multimodal real-world data 
(RWD) assets in psychiatric and neurodegenerative health. His work focuses on 
transforming complex electronic health record data into high-quality real-world 
evidence (RWE) to support clinical research, improve patient outcomes, and enable 
more precise, evidence-based care. With over two decades of experience spanning 
health technology, industry, and academic research, Alex specializes in the application 

of artificial intelligence and advanced analytics to neuropsychiatric and chronic conditions. He has 
authored and contributed to peer-reviewed research in areas including gene x environment studies of 
trauma exposure and PTSD, population-wide mental health outcomes, clinical NLP, and real-world 
evidence generation. A Licensed Mental Health Counselor, Alex brings a unique clinical perspective to 
data strategy—ensuring that data infrastructure and analytics reflect the realities of patient care and the 
complexity of neuropsychiatry. 
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