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Theodore Lystig, PhD is the Senior Director of Corporate Biostatistics and a Technical 
Fellow at Medtronic, where he provides leadership and guidance in the use of robust 
statistical and research design methods throughout the company. He also holds the position 
of Adjunct Assistant Professor within the Division of Biostatistics at the University of 
Minnesota. Dr. Lystig is an elected Fellow of the American Statistical Association (ASA). 
He is a founding officer and past Chair for the Section on Medical Devices and Diagnostics 
within the ASA, an Executive Committee member of the Clinical Trials Transformation 
Initiative (CTTI), and a member of the Scientific Oversight Committee of the Medical 
Device Epidemiology Network (MDEpiNet). He received his B.A. degree in Mathematics 
from St. Olaf College in Northfield, Minnesota, his M.S. and Ph.D. degrees in Biostatistics 
from the University of Washington in Seattle and was a Postdoctoral Fellow at Chalmers 
Technical University in Gothenburg, Sweden, in statistical genetics. Prior to joining 

Medtronic in 2011, he held positions of increasing responsibility as a biostatistician in the pharmaceutical industry 
for AstraZeneca in Molndal, Sweden, and Boehringer Ingelheim Pharmaceuticals in Ridgefield, Connecticut. Dr. 
Lystig is an internationally recognized industry leader in statistical methodology, especially in the area of active 
surveillance for medical devices. He is a frequent speaker at international statistics meetings and has given invited 
seminars at venues such as Harvard School of Public Health, ANVISA, and US FDA. 

 

Mary Beth Ritchey, PhD is the Director, Epidemiology, Medical Devices & Real-World 
Evidence at RTI-HS. In her role, she performs and oversees the scientific, technical, and 
logistic aspects of projects including prospective and retrospective noninterventional 
safety, effectiveness, and utilization studies, registry governance and implementation, 
analyses of the regulatory landscape for medical devices and novel therapeutics, and 
consults on timing, design, and practical application of methods for real-world studies. 
Prior to joining RTI-HS, her career spanned government and industry. During her tenure 
at the US FDA, she managed the device Post-market Surveillance Studies program and 
was involved with the Medical Device Epidemiology Network and Sentinel initiatives. At 
Merck, she developed data strategy tools, collaborations, and a continuous learning 
organization for Comparative and Outcomes Evidence. At Procter & Gamble, she 
enhanced the signal and risk management programs to include synthesis and interpretation 

across multiple disparate data sources. She obtained her masters and doctorate degrees in Epidemiology from the 
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UNC Gillings School of Global Public Health and holds an adjunct faculty appointment in the Center for 
Pharmacoepidemiology and Treatment Science at Rutgers University. 
 

MDEpiNet Leads 
Danica Marinac-Dabic, MD, PhD, MMSc, FISPE serves as the Associate Director of 
the Office of Clinical Evidence and Analysis, at the Food and Drug Administration (FDA), 
Center for Devices and Radiological Health (CDRH). Prior to this position she was the 
Director of the CDRH Division of Epidemiology. Dr. Marinac-Dabic has over twenty-five 
years of experience in obstetrics, gynecology, perinatal epidemiology, and regulatory 
science and surveillance settings. Under Dr. Marinac-Dabic’s leadership, in 2010 
FDA/CDRH launched its Medical Device Epidemiology Network (MDEpiNet) Initiative 
to develop national/international infrastructure and innovative methodological approaches 
for conducting robust studies and surveillance to improve medical device safety and 
effectiveness understanding throughout the device life cycle through Public Private 
Partnership with academia and other stakeholders. Dr. Marinac-Dabic also leads the 
development of the International Consortium of Orthopedic Registries (ICOR) Initiative 

(launched in 2011) focusing on development and utilization of distributed model of over 30 national and 
international orthopedic registries as well as International Consortium of Cardiac Registries (ICCR) in 2013 and 
International Consortium of Vascular Registries (ICVR) in 2014, designed to expand collaborative work between 
international cardiovascular registries and integrate it into medical device regulatory science, active surveillance 
and comparative effectiveness and safety research. Dr. Marinac-Dabic serves as a Fellow of the International 
Society of Pharmaco-epidemiology and Therapeutic Risk Management (ISPE), FDA Principal and the member of 
the Executive Operations Committee of the MDEpiNet Public Private Partnership, member of the Steering 
Committee of the STS/ACC Transcatheter Valve Therapies (TVT) Registry, National Breast Implants Registry 
(NBIR) and Oxford-based IDEAL Collaborative, EXCITE International Collaborative and International 
Consortium of Breast Registry Activities (ICOBRA). From 2015-2018 Dr. Marinac-Dabic has led the Registry 
Working Group at the International Medical Device Regulators Forum (IMDRF) to develop essential principles 
for international convergence of registry generated data for regulatory decision making. Since 2017, she leads the 
PCORTF- funded effort to establish Women’s Health Coordinated Registry Network. She authored several book 
chapters, several dozens of manuscripts and has given hundreds of invited presentations on various topics in the 
fields of medical device epidemiology and surveillance, registry development and utilization for medical device 
research, innovative methods for evidence synthesis and comparative effectiveness and safety research. Prior to 
coming to FDA, Dr. Marinac-Dabic garnered experience in obstetrics, gynecology, and epidemiology in the 
academic and hospital settings as well as teaching experience in academic environment. 
 

Art Sedrakyan, MD, PhD is a Professor at Weill Cornell Medical College and is also 
leading the FDA Medical Device Epidemiology (MDEpiNet) Coordinating, Science and 
Infrastructure Center. At Cornell, he directs the Institute for Health Technologies and 
Interventions. He is a trained CT surgeon and a graduate of Johns Hopkins University with 
a Ph.D. in Health Policy and Management. He worked in the Government for five years 
before joining Cornell University. Prior to appointments at the government, he worked in 
the United Kingdom and has registry research, evidence synthesis and teaching experience 
from Royal College of Surgeons (RCS) of England and London School of Hygiene 
(LSHTM). He is currently serving as the Vice-Chair of Medicare Evidence Development 
& Coverage Advisory Committee (MEDCAC) and is serving on MEDCAC from June 1, 
2010. Dr. Sedrakyan is also the Vice-Chair of the IDEAL initiative with special 
interest/leadership area in devices and co-editor-in-chief of BMJ Surgery, Interventions, 

& Health Technologies. He initiated (with Dr. Danica Marinac-Dabic) and is principal investigator of the FDA’s 
International Consortium of Orthopedic Registries and International Consortium of Cardiovascular Registries 
(ICCR). 
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Speakers 
Christian-Alexander Behrendt, MD is a member of the European Society for Vascular 
Surgery and elected member of the Society of Vascular Surgery (SVS). In 2019, he was 
elected as SVS International Scholar. Christian is head of the research group GermanVasc 
at the University Medical Center Hamburg-Eppendorf (UKE) and works at the 
Department of Vascular Medicine, Hamburg, Germany. He has published more than 80 
peer-reviewed original contributions and reviews. His main field of interest is 
cardiovascular health services research, real-world-evidence, big data, and comparative 
outcome research. He is a founding member of the International Consortium of Vascular 
Registries and MDEpiNet, where he serves as Co-Chair of the MDEpiNet-Germany 
Chapter. He is the project lead of numerous prior and ongoing registry studies in Germany 
and is currently leading two large multistage multimethodological projects on the 
treatment of peripheral arterial occlusive disease (PAOD) in Germany. 

Bilal Chughtai, MD is an Associate Professor of Urology and an Associate Professor of 
Urology in Obstetrics and Gynecology at Weill Cornell Medicine. He is also an Associate 
Attending Urologist at New York-Presbyterian Hospital. Dr. Chughtai specializes in 
Voiding Dysfunction, Female Urology, and Neurology. Dr. Chughtai completed his 
Residency in General Surgery and Urology at Albany Medical Center, followed by a 
Fellowship in Female Urology, Neurology, and Voiding Dysfunction at Weill Cornell 
Medical Center and Memorial Sloan Kettering Cancer Center. He earned his Doctor of 
Medicine at State University of New York at Stony Brook after graduating Magna cum 
Laude from New York University with a major in Biological Sciences. Dr. Chughtai has 
served as primary & co-investigator in numerous studies. He has published over 160 peer-
reviewed articles, authored chapters, and books, and has presented at numerous 
prestigious national meetings. 

Paul Coplan, ScD, MBA is Vice President of Epidemiology and Real-World Data 
Sciences for Medical Devices at Johnson and Johnson. He leads a team responsible for 
designing and conducting real world evidence (RWE) studies for the medical device 
sector at Johnson & Johnson.  He is involved in leading the application of RWE to support 
regulatory decisions, RWE to assess product safety, RWE for market access, and RWE 
to contribute to the design of innovative technologies. He is involved in the conduct of 4 
NEST test cases and is a member of the NEST Active Surveillance Methodology 
Workgroup and the Medical Device Innovation Consortium Science of Patient Input 
group. He has a Doctor of Science degree in Epidemiology from Harvard University, an 
MBA from the University of Pennsylvania and is adjunct faculty at University of 
Pennsylvania Perelman School of Medicine. Prior to his current role in medical devices, 
Paul has played a key role in the Phase 3 trials and postmarketing plan negotiations 

leading to successful FDA and EMA approval of 8 vaccines, 9 pharmaceutical products and 3 medical device 
products over the past 25 years in pharmaceutical and biologic drugs, vaccines and medical device research. He 
has authored or coauthored over 85 peer-reviewed journal articles and over 450 international conference 
abstracts/posters. He has conducted studies in 15 countries and established clinical trial centers in Africa and 
Southeast Asia. 
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Sean Hennessy, PharmD, PhD leads Penn's Center for Pharmacoepidemiology 
Research and Training (CPeRT), and conducts research in the field of 
pharmacoepidemiology, which is the study of the health effects of drugs and other 
medical products in populations. He and his colleagues identified a survival benefit of 
potassium supplementation in users of loop diuretics and found that this survival benefit 
increases with hotter outdoor temperature. They also found that the survival benefits of 
statin drugs increase with hotter outdoor temperature. He and his colleagues’ study 
serious health consequences of drug-drug interactions involving high-risk drugs 
including anticoagulants, antidiabetic drugs, and antiplatelet agents. Their research has 
produced crucial knowledge about the cardiovascular safety of many widely used drugs 
for mental health conditions in including ADHD, depression, and schizophrenia. They 
also evaluated an early approach to using health insurance data to improve prescribing, 

finding it ineffective despite its federal mandate. This contributed to the omission of a requirement for drug 
utilization review programs in Medicare Part D. He co-led a pair of studies that demonstrated the effectiveness 
and safety of the SA14-14-2 vaccine for Japanese encephalitis (JE), which subsequently led to the immunization 
of millions of children per year in populous countries including Cambodia, India, Malaysia, Nepal, Sri Lanka, and 
Thailand. Use of that vaccine has been credited with reducing the worldwide incidence of JE. He and his 
colleagues developed the trend-in-trend research design for studying the effects of rapidly increasing or declining 
exposures. He was the senior author of one of two citizen petitions to the US Food and Drug Administration that 
led to re-labeling of metformin, the best-proven therapy for type 2 diabetes, to permit its use in persons with mild 
to moderate renal insufficiency. He is chair of NIH's Health Services and Organizational Delivery study section, 
and an elected member of the US National Academy of Medicine. 

Mitchell Krucoff, MD graduated Yale University in 1976 Magna Cum Laude with a 
degree in religious studies. He earned his M.D. from George Washington University in 
1980, where he was elected to the Alpha Omega Alpha Medical Honor Society.  He 
trained in angioplasty with Dr. Kenneth Kent at Georgetown University in 1983, and in 
1988 moved to Duke University Medical Center where he is currently fully tenured as a 
Professor of Medicine/Cardiology and interventional cardiologist practicing at Duke and 
the Durham VA, as well as teaching live trans-radial, stent and coronary device cases in 
India, China, the Middle East and across the United States. With 30 years of clinical 
research he serves as Director of the Cardiovascular Devices Unit at the Duke Clinical 
Research Institute (DCRI) and is a special government employee of the United States 
FDA, from which he received a Distinguished Service Award in 2007. Through two 
memos of understanding between Duke and FDA, Dr. Krucoff directs both the Critical 

Path Cardiac Safety Research Consortium and the Medical Device Epidemiology Network (MDEpiNet) 
Coordinating Center.  Internationally he is the co-Director of the Japan-USA Harmonization By Doing 
international regulatory affairs group and a founding member of the Global Harmonization Task Force Working 
Group 5, both focused on global regulatory harmonization of device-related clinical evidence requirements. Dr. 
Krucoff is also the founder and Director DCRI eECG Core Laboratories. In 2008 he was awarded the honorary 
Hein JJ Wellens Professorship by the University of Maastricht in the Netherlands. Dr. Krucoff has published more 
than 200 peer review papers in addition to several books, and was the lead author of the 2015 National Medical 
Device Registry Task Force recommendations to FDA for a National Medical Device Evaluation System. He has 
served as the principal investigator, study chair, executive committees, steering committees and safety monitoring 
committees of numerous medical device evaluation clinical studies over the course of his career. 
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Jialin Mao, MD, PhD is an Assistant Professor in Healthcare Policy and Research in the 
Division of Comparative Effectiveness and Outcomes Research, working with Dr. Art 
Sedrakyan. She works on surgical and device outcomes research, with a primary focus on 
population level studies. Dr. Mao earned her MD degree from Shanghai Jiao Tong 
University School of Medicine in 2011 and completed an internship and part of her 
residency in General Surgery at Ruijin Hospital in Shanghai, China. She earned her Master 
of Science in Epidemiology from Harvard School of Public Health in 2013. Her research 
experience includes working at Shanghai Jiao Tong University School of Medicine on a 
cell biology research project focusing on diabetic retinopathy, at Harvard School of Public 
Health on a cancer epidemiology project and a meta-analysis project on the use of 
probiotics to enhance the protectiveness of the influenza vaccination, and at Beth Israel 
Deaconess Medical Center on studies assessing quality of life among nephrectomy 

patients. 
 
 

Michael Matheny, MD, MS, MPH is an Associate Professor of Biomedical Informatics 
with secondary appointments in Medicine and Biostatistics at Vanderbilt University 
Medical Center, and is an Informatics Health Services Research Scientist, the Associate 
Director of VINCI, and Associate Director of VA Medical Informatics Fellowship at 
Tennessee Valley Healthcare System VA.  He is also Co-Director for the Center for 
Improving Patient’s Health with Informatics, and is a board certified in Internal Medicine 
and Clinical Informatics.  He earned his MD from the University of Kentucky, an MS in 
Informatics from the Massachusetts Institute of Technology, and an MPH from Harvard 
University.  He is an elected fellow of the American College of Physicians and the 
American College of Medical Informatics.  Since joining Vanderbilt University Medical 

Center faculty in 2007, Dr. Matheny has become a nationally recognized investigator in predictive analytics, 
machine learning, automated medical device surveillance, and natural language processing.  His work focuses on 
studying how to best leverage large electronic health record data for discovery or risk prediction using both 
structured data and NLP derived data, as well as conducting automated adverse event surveillance in medical 
devices. 
 

Liz Paxton, PhD is the director of Kaiser Permanente’s (KP) national implant registry 
program in the United States and led the development of this post-market surveillance 
program for over 12 million members nationwide. She is a recognized an expert in registry 
development, implementation, registry science, and outcome assessment with 
presentations to a wide variety of audiences including FDA public workshops, Academy 
Health meetings, American Medical Association, national/international orthopedic, and 
health technology groups. She served on the Institute of Medicine’s committee evaluating 
the Public Health Effectiveness of the FDA 510(k) Clearance Process, the National 
Medical Device Registries Task Force, and is a member of the Medical Device 
Epidemiology Network. She serves as co-director of the FDA’s International Consortium 
of Orthopedic Registries and Ortho CRN responsible for developing a network of national 
and international registries for FDA post-market surveillance of orthopedic devices. Dr. 

Paxton is also the current president of the International Society of Arthroplasty Registries (ISAR).  
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Benjamin Poulose, MD, MPH currently serves as the Zollinger Professor of Surgery and 
Chief, Division of General and Gastrointestinal Surgery at The Ohio State Wexner Medical 
Center.  Prior to this, he was an Associate Professor of Surgery at Vanderbilt University 
Medical Center leading the Vanderbilt Hernia Center.  Dr. Poulose co-founded the 
Americas Hernia Society Quality Collaborative (AHSQC) with Mike Rosen of the 
Cleveland Clinic Foundation.  The mission of this national quality improvement initiative 
is to maximize quality and value of hernia patient care through collaboration.  Dr. Poulose 
serves as the AHSQC Director of Quality and Outcomes and co-leads several hernia-
focused initiatives involving patients, hospitals, surgeons, industry, the United States Food 
and Drug Administration, and the Centers for Medicare and Medicaid Services. 
 

Flora Sandra Siami, MPH brings 25 years of experience in corporate management, 
clinical and RWE research, and strategy and business development to her role as senior 
vice president of NESTcc. Ms. Siami guides the strategy and operations for NESTcc 
programs to advance the goals of stakeholders including patients, providers, payers, 
industry, regulators, and others. She also leads NESTcc’s efforts to become a trusted 
platform in the timely generation of real-world evidence (RWE) and a key partner in 
solving pre- and post-market challenges in the medical technology space. Prior to joining 
NESTcc, Ms. Siami served as staff vice president of Clinical Research, Regulatory 
Affairs, and Quality Assurance at HealthCore, Inc. In this role, Ms. Siami led the Clinical 
Research business unit that directed early- and late-phase trials utilizing the real-world 
data ecosystem, with a specific interest in rare, orphan, and underserved diseases, as well 
as pediatric, elderly, and minority populations. She also oversaw the business unit’s 

pharmacovigilance and medical device activities, quality system administration, and domestic and international 
regulatory affairs efforts in 31 countries. She served in leadership positions for 15 years at New England Research 
Institutes, Inc., including as the scientific integrity officer, and oversaw the NERI Institutional Review Board. In 
addition, Ms. Siami has a proven history in leading multi-stakeholder collaborations for clinical and regulatory 
decision-making in the medical device industry. She has given over 45 scientific presentations and has over 50 
publications in major medical journals and book chapters. Ms. Siami received her BS from Vanderbilt University 
and MPH from George Washington University. 
 

Frederic Resnic, MD serves as the Chairman of the Department of Cardiovascular 
Medicine at the Lahey Hospital and Medical Center, a teaching affiliate of Tufts 
University School of Medicine. Beyond his clinical training in cardiovascular medicine, 
Dr. Resnic holds degrees in engineering from Duke University, and Medical Informatics 
from the Massachusetts Institute of Technology. He is an active clinical interventional 
cardiologist, participating in the development and evaluation of numerous cardiovascular 
devices used for a variety of cardiac conditions. Dr. Resnic has led NIH and FDA funded 
research programs exploring the automated surveillance of medical device and medication 
safety as well as automated quality surveillance for hospital and physician performance. 
Dr. Resnic has published over 70 articles and book chapters related to the quality and 
safety of medical procedures and devices. 
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Eleni Whatley, PhD received her Bachelor of Science in Biomedical Engineer from 
North Carolina State University in 2007 and her PhD in Bioengineering from Clemson 
University in 2013. After receiving her PhD, Dr. Whatley began working at FDA in 2014. 
Dr. Whatley primarily works in the area of peripheral interventional devices, specifically 
focused on combination products. 
 

 
 

 


