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Philip P. Goodney, MD, MS, is a vascular surgeon, health services researcher who 
maintains an active clinical practice in vascular surgery, at both Dartmouth Hitchcock 
and the VA Medical Center in White River Junction, and he enjoys performing a wide 
spectrum of open and endovascular procedures for patients with vascular disease. 
After joining the faculty at Dartmouth in 2008, he received an NIH K08 Career 
Development Award in 2010, and the Lifeline Research Award from the Society for 
Vascular Surgery (SVS) in 2011.  Over the last eight years, with funding from NIH, 

AHRQ, VA, FDA, PCORI, and others, Dr. Goodney has enjoyed studying ways to help patients obtain the 
best results when they face surgical treatments using observational approaches and clinical trials. 
Within the Vascular Quality Initiative, the SVS’s quality improvement program, Dr. Goodney is Chair of 
the Research Advisory Committee. Within the VA Outcomes Group, he co-leads mentorship activities 
for 15 clinician-investigators, recruits and trains fellows, and organizes a data analytic core.  With Drs. 
Art Sedrakyan and Jack Cronenwett, he leads efforts funded by FDA to develop the Vascular Implant 
Surveillance and Interventional Outcomes Network (VISION), a claims/registry-based surveillance 
distributed research network for vascular care.  He is a member of the American Surgical Association, 
and serves on a variety of editorial boards for journals in surgery, cardiovascular care, and health 
services research. 

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/Presenters 

Shipra Arya, MD, SM, FACS, is an Associate Professor of Surgery (Vascular Surgery) at 
Stanford University and the Chief of Vascular Section at the Palo Alto Veterans Affairs 
Healthcare System. She has a Master's degree in Epidemiology from Harvard School 
of Medicine with emphasis on research methodology and cardiovascular 
epidemiology. She completed her General Surgery Residency at Creighton University 
Medical Center followed by a Vascular Surgery Fellowship at University of Michigan. 
Dr. Arya is the recipient of the Mentored Clinical and Population Research Award by 

the American Heart Association (AHA) to develop novel risk prediction models for peripheral artery 
disease (PAD) patients. She also received an NIH/NIA GEMSSTAR grant on improving health outcomes 
and enhance patient-centered care in high risk vulnerable populations, broadly exploring vascular 
surgery and frailty. She is the Local Site Investigator for multiple national trials including the CREST-2, 
CSP 599 TOP, and the PROVE-AAA, and a co-investigator for a grant funded by the Million Veterans 
Program to study genome-wide associations in diabetic patients with vascular conditions. She 
continues to mentor various medical students, residents, doctoral and postdoctoral fellows towards 
successful careers. Dr. Arya is the Northern California Regional Chair of the National Research Advisory 
Committee of the Vascular Quality Initiative. She also serves on the Publications Committee of the 
Vascular Implant Surveillance and Interventional Outcomes Network (VISION). She serves on the 
editorial board of the Annals of Vascular Surgery and is the Chair of the leadership committee of the 
Association of Academic Surgery. 

Daniel Bertges, MD is Associate Professor of Surgery and Medicine at the University 
of Vermont Medical Center in Burlington, VT.  He did his undergraduate work at Cornell 
University before completing medical school at the University of Pittsburgh. He did his 
general surgery residency and vascular surgery fellowship at the University of 
Pittsburgh Medical Center. He is an active member of the Registry Assessment of 
Peripheral Interventional Devices (RAPID) and the Vascular Quality Initiative serving as 
the chairman of the Peripheral Vascular Intervention Registry. In addition to his 

research interest he is Program Director of the Vascular Surgery Fellowship at UVM. 
 

Roberta Bloss is the Global Clinical Affairs Functional Leader at W. L. Gore & 
Associates, Inc. and resides in Flagstaff, AZ with her husband.  She began at Gore over 
19 years ago as an engineer focusing on Gore’s thoracic products, took on roles 
supporting commercial implants of both abdominal and thoracic stent grafts, was the 
Product Specialist supporting the Conformable GORE TAG Device through multiple 
clinical studies and global launches, and transitioned into the Clinical Affairs function 
about 6 years ago where she now leads the global Clinical Affairs activities for Gore.  
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Jesse Columbo, MD is a vascular surgeon at Dartmouth-Hitchcock Medical center, the 
White River Junction VA Medical Center, and hold an assistant professor position at The 
Geisel School of Medicine at Dartmouth, and The Dartmouth Institute for Health Policy 
and Clinical Practice. I have had experience in a broad array of research types related to 
studying outcomes and how to improve them in cardiovascular disease. I have a 
particular interest in advanced methodology for analyzing large observational datasets 
to study outcomes after endovascular abdominal aortic aneurysm repair and carotid 

artery stenosis.  
 

Jack Cronenwett, MD is Emeritus Professor of Surgery and The Dartmouth Institute for 
Health Policy and Clinical Practice at Dartmouth-Hitchcock Medical Center.  He has 
served as President of the Society for Vascular Surgery, Editor of the Journal of Vascular 
Surgery and Founding Medical Director of the Vascular Quality Initiative (VQI), a 
consortium of >600 hospitals organized into 18 regional quality improvement groups 
that share clinical data to improve vascular healthcare. In 2017, Dr. Cronenwett 
became Chief Medical Officer for Medstreaming/M2S which provide informatics 

support to VQI and other registries. In 2016 he received the Lifetime Achievement Award of the Society 
for Vascular Surgery. 
 

 
Livia de Guerre, MD, obtained her medical degree in 2018 from Utrecht University in 
the Netherlands, whereafter she moved to Boston, USA, to work with Prof. Marc L. 
Schermerhorn as a research fellow at the Department of Vascular and Endovascular 
Surgery at Beth Israel Deaconess Medical Center, Harvard Medical School. Her projects 
focus on surgical quality improvement and aortic aneurysms outcomes research. 
 
 

 
 

Alik Farber, MD, is Chief of the Division of Vascular and Endovascular Surgery at 
Boston Medical Center and Professor of Surgery and Radiology at Boston University 
School of Medicine. Dr. Farber is a graduate of Brown University and obtained his 
medical degree from Harvard Medical School. He completed a residency in general 
surgery at Massachusetts General Hospital, a vascular surgery fellowship at 
Dartmouth-Hitchcock Medical Center and an endovascular surgery fellowship at the 
Southern Illinois School of Medicine.  

Dr. Farber’s administrative responsibilities include being Associate Chair for Clinical Operations in the 
Department of Surgery, Chair of Value Analysis Committee and Co-Director of Non-Invasive Vascular 
Laboratories. Dr. Farber is currently a National Co-Chair of the Best Endovascular versus Best Surgical 
Therapy in Patients with Critical Limb Ischemia (BEST-CLI) trial, a randomized, controlled trial ongoing 
at 135 sites across North America, Europe and New Zealand. BEST-CLI is funded by a $27 million grant 
awarded by the National Institutes of Health. 
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Carmen Gacchina Johnson, PhD, has research interests in cardiovascular regenerative 
medicine, intravascular image-guided therapies, and local drug delivery. Her graduate 
research focused on regenerative medicine for treatment of extracellular matrix 
degradation from vascular disease. She utilized animal models that recapitulated 
varying stages of clinical abdominal aortic aneurysms (AAA), and then therapeutically 
delivered biomolecular agents to the derived cells. These biomolecules stimulated 
extracellular elastic matrix repair with significant success. The challenges of sustained 

delivery of such therapeutic agents to a target pathologic location, such as the site of AAA, sparked her 
interest in local drug delivery. Therefore, she pursued an opportunity to expand her expertise into the 
field of image-guided therapies and local drug delivery for her post- doctoral training. Carmen’s 
postdoctoral research projects included image-guided local embolic and drug delivery for liver cancer 
therapy, low temperature sensitive liposome (LTSL) drug delivery and high intensity focused ultrasound 
(HIFU) for enhanced thrombolysis, MR-guided HIFU for targeted drug delivery of LTSLs in a tumor 
model, and a minimally-invasive large animal model of AAA for testing endovascular therapeutic 
devices. In all of these projects, she focused on understanding the biologic response to local therapy.  
 

Andrew W. Hoel, MD, is a vascular surgeon and Assistant Professor of Surgery at the 
Northwestern University Feinberg School of Medicine. Dr. Hoel has an active clinical 
practice and research enterprise focused on the management of aortic disease with 
minimally invasive techniques and improving patient outcomes across the continuum 
of care. He is involved in multiple industry-sponsored clinical trials expanding 
endovascular technology in the treatment of aortic disease and mentors research 
trainees as part of a NHLBI-funded T32 training grant. Dr. Hoel has additional roles as 

the Medical Director of Surgical Services at Northwestern Memorial Hospital and the Director of 
Outcomes and Quality Improvement for the Division of Vascular Surgery at Northwestern. Both of 
these roles utilize and multidisciplinary collaborative approach to improve clinical operations and 
quality of care for surgical patients. He is a former member of the Research Advisory Committee of the 
Vascular Quality Initiative and maintains an active role in the VQI as part of the leadership team of the 
Mid-America Vascular Study Group.  

Jens Eldrup-Jorgensen, MD, FACS, is the Medical Director for the Society for Vascular 
Surgery Patient Safety Organization, a vascular surgeon at the Maine Medical Center, 
and a professor of surgery at Tufts University School of Medicine. Dr. Jorgensen is a 
vascular surgeon who has been in practice for over 25 years at Maine Medical Center 
(MMC) in Portland, Maine.  During that time, he has served as Chief, Division of 
Vascular Surgery, Director, Vascular Center at MMC, Medical Director of the Vascular 
Laboratory, and led a 12-person multi-specialty surgical practice. He rose to the rank 
of Professor of Surgery, Tufts University School of Medicine and served as President 

of the New England Society of Vascular Surgery.  He has performed over 5000 major vascular 
operations.  He has written many scholarly articles published in peer reviewed journals.  He is a 
frequent invited speaker and has been visiting professor at multiple prestigious academic medical 
centers.  He has received multiple academic and teaching awards.  A lectureship on quality at MMC 
was named in his recognition.  Over the past few years, his academic interest has focused on outcomes 
analysis, risk stratification and quality improvement.  He was a founding member of the Vascular Study 
Group of New England which has transitioned into the Vascular Quality Initiative (VQI).  The VQI is a 
registry-based quality improvement effort with over 3000 participating providers (surgeons, 
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radiologists, and cardiologists) from over 500 centers with over one half million patients in the registry. 
The VQI registry has served as a resource for multiple patient care and quality improvement initiatives, 
as well as efforts to reduce resource utilization.  Data from the VQI registry has been the source of over 
a hundred academic presentations and publications.  He was appointed Medical Director of the VQI, a 
position he currently holds while maintaining a busy clinical practice. 
 
 

Jacqueline Major, PhD, MS, is an assistant director for CDRH’s Clinical Evidence and 
Outcomes Research housed within OPEQ’s Office of Clinical Evidence and Analysis. Her 
interests include methodological development and complex study designs utilizing real-
world data for real-world evidence generation for regulatory decision-making. 
Jacqueline joined the FDA in 2013 as a senior epidemiologist, led the Division of 
Epidemiology’s Data Management and Analysis Team and the FDA 

Pharmacoepidemiology Research Program where she provided scientific oversight and management 
to extramural research projects. She received her PhD in Epidemiology from University of California 
San Diego (UCSD)-School of Medicine, MS in Mathematical Statistics from San Diego State University, 
and completed a 3-year research fellowship at NIH’s National Cancer Institute-Division of Cancer 
Epidemiology and Genetics. Prior to joining the FDA, Jacqueline was an assistant research professor at 
the University of Pennsylvania Family Medicine and Community Health and senior biostatistician for a 
pharmaceutical company. 
 

Mahmoud Malas, MD, MS, is a Tenure Professor of Surgery and the Chief of Vascular 
and Endovascular Surgery at the at the University of California San Diego. He is the 
Vice Chair of Surgery for clinical research. Prior to his current position, Dr Malas was 
a Professor of Surgery at Johns Hopkins where he was a faculty for 13 years. He 
created and led the Center for Research Excellence and Surgical Trials at The Johns 
Hopkins Hospital. Dr. Malas completed his general surgical training at the University 
of Southern California and his Vascular and Endovascular training at The Albert 
Einstein College of Medicine under the mentoring of Dr. Frank Veith. Dr. Malas was 

awarded the National Institute of Health K-grant, under which he completed his Master degree in 
Health Science at The Johns Hopkins Bloomberg School of Public Health. He continues to hold an 
adjunct Professorship at that institution.Dr. Malas is a member of over a dozen of the most elite 
national and international surgical and vascular societies. He received the Johns Hopkins Clinical 
Scientist Award, two years in a row; and the Society of Vascular Surgery Clinical Seed Grant Award; He 
is a Distinguished Fellow of the Society. Dr. Malas has published 267 peer-reviewed manuscripts, 22 
book chapters and 202 abstracts. He had presented his work in over 388 local, national and 
international medical conferences, and institutions. He participated as the principal investigator of over 
35 clinical trials and grants totaling over $5 millions in extramural findings. He is also the national PI for 
several important clinical trials. 
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Misti Malone, PhD, MS is the Chief of the Peripheral Interventional Devices branch in 
the Division of Cardiovascular Devices, Office of Device Evaluation, Center for Devices 
and Radiological Health.  Following completion of her doctorate in Biomedical 
Engineering, she joined FDA in 2012 as a lead reviewer for vascular surgery and 
peripheral interventional devices. As branch chief, her primary responsibilities include 
oversight of pre- and post-market submission review, interaction, and outreach for 
peripheral devices, including stents, angioplasty catheters, atherectomy devices, and 

device-based hypertension treatments.  She is involved in activities related to collection of global and 
real-world evidence to support clinical and regulatory decision-making as part of RAPID (a MDEpiNet 
registry project and NEST demonstration project) and US-Japan Harmonization By Doing group, and 
various other groups to support strategic priorities and FDA’s mission. She has authored and co-
authored several publications in various journal to share her group’s review perspectives. 
 

Jialin Mao, MD, MS, is an Assistant Professor in Healthcare Policy and Research 
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. 
 

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 
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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. 
 

Kayla Moore, MPH has been a key member of the VISION Team since joining Dr. Phil 
Goodney’s research lab at Dartmouth in 2016.  Since then, she has worked closely with 
Dr. Goodney and others, on behalf of the Society for Vascular Surgery Patient Safety 
Organization (SVS PSO) to generate VQI-Medicare linked datasets using indirect and 
direct matching methods. In this role, Ms. Moore provides overall project management 
support for all aspects of VISION operations, including maintenance of data use 
agreements, updating coding algorithms, data acquisition, project tracking and 

documentation. In recent months, she has worked with the VISION Team to develop and implement 
new, more streamlined processes for data sharing and facilitated analytic work for investigators on the 
VISION Steering Committee. Ms. Moore is also involved in VISION sustainability efforts and serves as a 
resource for investigators working on grant applications using VISION data.   
 

Pablo Morales, MD is the Chief Medical Officer in the Office of Clinical Evidence and 
Analysis (OCEA) at the Center for Devices and Radiological Health (CDRH) – FDA.  Prior 
to be appointed to his current position, Dr. Morales served as Medical Officer in the 
Office of Cardiovascular Devices at CDRH for 10 years. Dr. Morales received his MD 
from Universidad Pontificia Bolivariana, Colombia, South America. He did his specialty 
training in vascular and endovascular surgery at Guy’s and St Thomas’ Hospital in 
London, UK.  He has published over 30 manuscripts in the field of vascular surgery and 

interventional radiology and has co-author several book chapters. He joined the FDA as a Medical 
Officer in 2008, after working in endovascular research at the Cleveland Clinic for two years.  His 
expertise is in aortic endovascular grafts, inferior vena cava (IVC) filters, devices use for the treatment 
of massive/submassive PE, dialysis grafts, peripheral embolization devices and varicose veins 
devices.  Dr. Morales has special interest in developing collaborative efforts between professional 
societies, device manufacturers and the FDA to optimize the collection of clinical data.  He had provided 
clinical and regulatory advice in the development of post-market studies to evaluate the real-world 
safety and performance of IVC filters as well as endovascular grafts for the treatment of aortic 
dissections.  More recently, Pablo was one of the founders and co-chairs of the Registry Assessment of 
Peripheral Interventional Devices (RAPID) project, which is currently being developed under the 
MDEpiNet public-private partnership, from November 2015 to March 2019. The RAPID project is one 
of the pilot projects toward developing a national evaluation system for health technology (NEST). 
Finally, Pablo represents FDA as one of the advisor to the International Consortium of Vascular 
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Registries (ICVR), which is a joint venture to collect clinical data from vascular surgery registries among 
10 European countries, Japan, Australia, New Zealand and the US. 
 
 

Leila Mureebe, MD, MPH, is a Vascular Surgery Specialist in Durham, NC and has over 
28 years of experience in the medical field. She graduated from Medical College Penn 
medical school in 1992. She is affiliated with Duke University Hospital. Her work 
currently focuses on all types of vascular surgery, from taking care of varicose veins to 
fixing aneurysms and everything in between. 
 
 

 
Nicholas Osborne, MD, MS, is a vascular surgeon and health services researcher at 
the University of Michigan and Ann Arbor Veterans Affairs Medical Center. He is the 
Associate Program Director for the University of Michigan Vascular Surgery Residency 
and Fellowship and is Chief of Vascular Surgery at the Ann Arbor VA Medical Center. 
Dr. Osborne performs a broad variety of both complex open and endovascular 
procedures for patients with vascular disease. He joined the faculty at the University 
of Michigan in 2014 and has successfully been awarded a NIH K08 Career 

Development Award in 2019 and a American heart Association Career Development Award in 2018. 
Dr. Osborne's research interests include examining variation in the care of patients with cardiovascular 
disease, identifying the drivers of adoption of new technology and defining the comparative 
effectiveness of current treatment strategies for patients with peripheral arterial disease. He has 
significant research experience using large administrative data and registry data. His papers have 
appeared in the New England Journal of Medicine, JAMA, JAMA Surgery, the Journal of Vascular 
Surgery, and Annals of Vascular Surgery.  Within the Vascular Quality Initiative, the SVS’s quality 
improvement program, Dr. Osborne has served on the Research Advisory Committee since 2014. Dr. 
Osborne serves on a variety of editorial boards for journals in surgery, cardiovascular care, and health 
services research. 

 

Gregory Pappas, MD, PhD, is the Associate Director  National Surveillance 
at CBER.  While working at CDHR, Dr. Pappas played a leadership role in 
establishment of the National Evaluation System for health Technology (NEST).  At 
the DC Department of Health served as the Senior Deputy Director of HAHSTA 
(HIV/AIDS, Hepatitis, STD, and TB Administration).  He has worked professionally in 
over 30 countries. Dr. Pappas served as the Noordin M. Thobani Professor at the Aga 
Khan University (AKU), where he was Chairman of the Department of Community 

Health Sciences in Karachi, Pakistan.  Dr. Pappas helped author the President’s Emergency Plan for AIDS 
Relief (PEPFAR) Five Year Strategy.  At DHHS Dr Pappas served as Senior Policy Advisor to the Assistant 
Secretary for Health/Surgeon General, David Satcher, directed the Office of International and Refugee 
Health, served on the Executive Board of UNICEF and PAHO, and was a delegate to the World Health 
Assembly.  For ORC Macro, as Deputy Director of the Demographic and Health Survey (DHS) he 
implemented innovative surveys in Uganda, Mali, Uzbekistan, and Dominican Republic. Dr. Pappas 
received his MD and PhD (Anthropology) from Case Western Reserve in Cleveland, Ohio. After doing 
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his clinical training, he came to DC, first as a fellow in Epidemiology, then continuing as a scientist at 
the National Center for Health Statistics/CDC. Dr. Pappas is author of numerous articles, including his 
work in the New England Journal of Medicine “The increasing disparity in mortality between 
socioeconomic groups in the United States “and his book with Cornell University Press, The Magic City: 
unemployment in a working class community. Dr. Pappas has served on the faculty of the Bloomberg 
School of Public Health, GW School of Public Health, and  Howard Medical School. Dr. Pappas served 
as Chair of the Science Board and member of the Executive Board of the American Public Health 
Association.  His Megacities and Global Health (APHA Press) with Omar Khan was published in 2012. 
 
 

Brian Pullin, MS is the Acting Director of the Division of Coronary & Peripheral 
Intervention Devices in the Office of Cardiovascular Devices at FDA. Brian joined FDA 
in 2010 and worked as a premarket reviewer of surgical, rehabilitation and 
neurological devices. He served as the Branch Chief of the Vascular Surgery Devices 
Branch for 5 years prior to his current position. He has experience in all areas of 
premarket regulation and submissions, including Investigational Device Exemptions 
(IDEs) for clinical studies, Premarket Notifications (510(k)s) and Premarket Approvals 

(PMAs) for marketing, and has worked on the reclassification of several device types. As Acting Director 
of the Division of Coronary & Peripheral Intervention Devices, Brian oversees the review of a variety of 
interventional devices in the Coronary Interventional, Peripheral Interventional, and Plaque 
Modification teams, including drug coated balloons, drug eluting stents, embolization devices, and IVC 
filters, . Brian earned his B.S.E. Degree from Duke University and his M.S. from Northwestern, both in 
Biomedical Engineering. 
 
 

Niveditta Ramkumar, PhD, MPH completed her PhD at The Dartmouth Institute for 
Health Policy and Clinical Practice. She completed her undergraduate coursework at 
Cornell University before pursuing her master’s in public health at The Dartmouth 
Institute. Prior to her doctoral work, she was an FDA ORISE fellow for the VISION 
project. Currently, her research focuses on sex differences in the presentation, 
treatment and long-term outcomes of vascular disease. 
 

 
 

Salvatore Scali, MD, FACS, DFSVS, RPVI, is an associate professor of surgery in the 
division of vascular surgery and endovascular therapy at the University of Florida 
College of Medicine. He is also medical director of the UF Health/Shands non-invasive 
vascular lab and program director of the UF vascular surgery fellowship. Dr. Scali 
earned his medical degree from Georgetown University, followed by his general 
surgery residency at Beth Israel Deaconess Medical Center. During his residency, he 
also completed a vascular surgery biology research fellowship within the Harvard-

Longwood Vascular Research Program. Subsequently, he completed a clinical vascular surgery 
fellowship at Dartmouth-Hitchcock Medical Center in Lebanon, NH.  Dr. Scali's clinical practice is 
primarily based at the Malcom Randall VA Medical Center; however, he provides call coverage at the 
University hospital. He is interested in a variety of clinical topics in modern vascular practice, including 
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infrainguinal arterial reconstruction, carotid stenting and complex aneurysm disease.  His research 
interests include advanced endovascular therapies for thoracic and aortic pathologies, open and 
endovascular therapies for renal, mesenteric, carotid and peripheral arterial occlusive disease, as well 
as comparative effectiveness outcomes research and quality improvement initiatives. His basic and 
translational research efforts focus on elucidating the biologic mechanisms responsible for hand 
dysfunction after hemodialysis access placement, as well as understanding biologic signatures of frailty 
after open aortic surgery. He is board-certified in general surgery and vascular surgery by the American 
Board of Surgery. 
 

 
Keely Scamperle is a business leader with comprehensive experience and success in 
all areas of reimbursement: health care coding, coverage and payment; legislation, 
health law, reimbursement, market access, health economics, regulatory matters, 
compliance and new product launches. Leverages depth and breadth of experience to 
ensure that companies successfully define value and navigate the healthcare 
regulatory environment, achieving coverage, reimbursement and profit across a 

variety of channels of business.  Leadership role on legislative, compliance and risk abatement 
strategies in addition to the entire spectrum of market access including physician, payer, facility and 
market acceptance and sustainability.  Provides analytic support and education on the business impact 
of policies, proposed rules and changes.  Actively develops and executes payer strategies and proven 
record of solving healthcare policy, risk mitigation and market access issues facing providers and 
manufacturers of medical device and biologic products in a fast-changing healthcare policy, legislative 
and regulatory environment. 
 

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. 
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Tiessa Simoes holds a Pharmacy and biochemistry degree from Universidade Federal 
de Alfenas, Brazil and a Master in Business Administration from Fundacao Instituto 
Administracao, Sao Paulo, Brazil. Her work experience includes and 16 years of 
experience in pre-clinical and clinical trials on both Pharma and Medical Device 
industry, in LatAm and USA. Throughout Tiessa’s 9 years career at Medtronic, she 
played important role as Clinical Research Operations Manager supporting all business 
units, overseeing global and local clinical studies conducted in LatAm, as well as 

managing cross-functional market access projects at that same region. Currently, Tiessa 
is working from the Santa Rosa office in a hybrid role as functional manager and clinical 
program manager supporting global APV core team on product development and 
sustaining activities, including EU-MDR activities.    
 

 
Emily Spangler, MD, is an Assistant Professor and Vascular Surgeon at the University 
of Alabama at Birmingham and the Birmingham VA Medical Center and Associate 
Scientist in the UAB Center for Clinical and Translational Science.  Her research focuses 
on vascular outcomes in peripheral vascular disease and  aortic disease, with a 
particular interest in longitudinal imaging surveillance and device surveillance.  
 
 

 
 
 

Michelle Tarver, MD, PhD, is the Director of Patient Science and Engagement at the 
Center for Devices and Radiological Health (CDRH). She attended Spelman College in 
Atlanta, GA where she received a BS in biochemistry. She completed the MD/PhD 
program at The Johns Hopkins University Bloomberg School of Public Health in 2002 
earning her doctorate in clinical epidemiology and her MD at the Johns Hopkins School 
of Medicine in 2003. Following her internal medicine internship, she completed a 
residency in ophthalmology with fellowship training in ocular inflammation at the 
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