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Biographies
Kevin Baskin, MD is an interventional radiologist trained in Pediatric Interventional
Radiology at the University of Toronto. With over 25 years of experience, he has written numerous
research articles, scholarly papers, and book chapters on central venous access with an emphasis on
access in high-risk patients. He is co-author on many multidisciplinary standards and guidelines in
the field. He provides leadership on venous diseases and central venous access as the chair of the
Central Venous Task Force and of the Renal Diseases Advisory Committee of the Society of
Interventional Radiology. He is also founder and director of the VANGUARD CRN and a member
of the NESTcc Community of Practice. His current work is centered on development of domain-wide
data standards, structured reporting and automated data extraction from workflow, and integration of
data from affected persons and other stakeholders, clinical centers and national outcome tracking
networks to improve outcomes for chronic access that are important to patients.

Ken Berta, MBA is Executive Director of the Global Health Crisis Coordination Center
(GHC3). With over 30 years of healthcare technology, strategic consulting and venture capital
experience, Mr. Berta has designed and launched dozens of products, been awarded five international
patents, started seven companies and received an executive appointment (The Order of the Ohio
Commodore). His executive experience spans Fortune 100 companies like Philips Healthcare to nonprofit startups like GHC3 and daytaOhio. Ken holds a degree in Biomedical Engineering from Wright
State University and an MBA in international business from the Williams School of business at Xavier
University. Mr. Berta has broad experience working with public partners, such as The Air Force
Research Labs (AFRL), the Department of Veterans Affairs, FEMA, NATO, and the Ohio Department
of Development, and Fortune 100 companies, including Philips Healthcare, Siemens Healthcare, Dell
Technologies and Hewlett Packard. Ken has also been a strategic advisor to large healthcare providers
such as Ohio Health, The Kettering Health Network, The University of Toledo Health Network and
Emory’s Innovation Hub led by 11|ten Innovation Partners. As co-founder of Cedar Grove Creek,
LLC. Ken is a principle in the firm’s consulting arm, MBTC Strategy Consultants. Cedar Grove Creek
is one of the founding investors of the Ohio Tech Angle Fund, a private/public economic development
partnership with the Ohio Department of Development.

Jeff Dunkel serves as the CEO of NuHope, a multispecialty outpatient approach which
delivers optimal outcomes to patients dealing with opioid or chemical dependency. Mr. Dunkel is
recognized as a leading health care strategist and national lecturer with successful experience in
taking innovative products and processes from initial concept to successful commercialization. His
contributes to population health in the areas of novel technology access, post market surveillance,
real world evidence, and substance use dependency. Mr. Dunkel’s experience spans from start-up
clinics to research institutions, includes smaller device companies to fortune 500 healthcare
mainstays, and has involved successful exit strategies of acquisitions and divestitures. Jeff’s
contracting strategies, which included accountability for patient outcomes and cost guarantees, have
been recognized by Forbes magazine for leading the industry in risk share arrangements. Mr. Dunkel
led efforts on the creation of a CMS new technology categories and eight Section X ICD-10pcs codes
for a previously unrecognized area of orthopedic medical devices. In addition to the MDEpiNet
Executive Committee, he holds an advisory role with the US Department of Health and Human
Services Center for Clinical Innovation, an advisory role with the Lung Health Institute, is a mentor
for small businesses working with the National Institute of Health, held two former population health
advisory roles with the White House, is a special advisor to the Global Health Crisis Coordination
Center, and actively contributes to national legislation language with members of Congress and the
Senate. Jeff has a Bachelor of Science from the School of Public Health at Indiana University, where
he spent three years in pre-med studies and two in business studies.

Marni Hall, PhD, MPH leads IQVIA’s US Regulatory Science and Strategy
business and is affiliated with IQVIA’s Center for Advanced Evidence Generation. In this role Dr
Hall leverages her expertise in regulatory science, real world data, drug safety, and patient-centricity,
to provide scientific oversight and strategic direction to explore use of new data, methods and tools
for regulatory decision making. She helps clients operationalize new approaches into their
development programs, through education, strategic planning, and implementation. She has led
internal and external teams in regulatory science activities, focused on data validation efforts and the
development of novel study designs, and collaborates with R & D and technology services groups to
integrate solutions across the company. Dr Hall works closely with key scientific thought leaders on
advancing the regulatory science of the expanded use of real-world data. A research scientist by
training, Dr. Hall spent nearly two decades at the intersection of science and policy. After serving as
Program Director in the Public Health Group of External Medical Affairs at Pfizer, Hall joined the
FDA’s Office of Planning and Informatics in 2008 as a Principal Analyst. In this role, she initiated
and led the development of the data standards plan for the Center for Drug Evaluation and Research
(CDER). In 2011, she was appointed Director of Regulatory Science within the Office of
Surveillance and Epidemiology (OSE) for the CDER, where she worked through 2016, leading safety
science research priorities and activities at the Center- and Agency-level, developed new Agency and
external collaborations including identification, evaluation and implementation of new data sources
for use in regulatory decision making, and oversaw multiple contracts to conduct hypothesis-testing
safety studies. Hall also became an expert at sourcing and analyzing big data sets, including adverse
event reports, claims, and other data useful to risk assessment and risk management activities. Then,
at PatientsLikeMe, Dr. Hall served as the Senior Vice President of Research and Development,
Informatics, and Policy, where she oversaw delivery of commercial research programs and execution
of an agenda for use of patient-generated health data in clinical and regulatory decision making. Dr
Hall was an adjunct professor at Columbia University for 10 years and is currently a Trustee of
Worcester Polytechnic Institute. Dr Hall holds Bachelor of Science degrees in chemistry and in
society, technology, and policy from Worcester Polytechnic Institute. She also holds a master’s
degree in public health and a master’s degree in biochemistry and a PhD in toxicology from Columbia
University.

Carolyn Hiller, MBA as Program Manager to launch their Clinical Diagnostics
initiative at MDIC, brings diverse experiences in the healthcare sector; in addition to nearly a decade
working in the medical device industry, she brings over a decade of executive leadership experience
in the non-profit sector including national organizations representing patients, researchers,
physicians, and clinical facilities. Drawing on over 20 years of experience, she uses logic and
intuition to achieve success at leading teams, often comprised of members from competing
organizations. She has developed programs from conception through phase-out. Her organizational
development experience includes facilitating relationships between organizations, increasing
volunteer engagement, creating collaborative partnerships, establishing strategies for resource
allocation, providing organization-wide strategic direction, and managing risk. She has a particularly
strong track record for successfully identifying and launching new programs in emerging markets.
She has worked with physicians to develop and launch profitable educational product lines. She
facilitated a summit of 12 national sleep-related organizations for coalition building, and followed
up with successfully advocating for a patient-led lobbying coalition that led to establishing the
National Center for Sleep Disorders Research within the federal National Institutes of Health NHLBI.
She also guided the American Academy of Sleep Medicine’s successful application and acceptance
into American Medical Association's House of Delegates, the principal policy-making body of the
AMA. She holds an MBA from the University of St. Thomas, as well as a BA in Marketing from
Metropolitan State University, and an AAS in Animal Health Technology from the University of
Minnesota.

Kosta Makrodimitris, PhD is currently the Acting Team Lead in Orthopedic
Devices(Spine division) and Senior Reviewer in Cardiovascular devices. In CDRH he served public
health as a reviewer, postmarket analyst and team lead in Cardiovascular, Surgical, Spine, Molecular
Genetics and Dental devices. He is also the FDA liaison and expert in medical devices
interoperability ( ISO, IHE, IEEE, HL7) and the Secretary for IEEE11073 Interoperability Point of
Care Device standards WG. Dr Makrodimitris participated in efforts and research related to Real
World Evidence, Remote Care/Telehealth, Digital Health and Biomedical Informatics. He is member
of MDEPINET SMART/RAPID WG and PREPT. Dr. Makrodimitris is the Lead in the approved
critical international project (COVID19) ISO PWI TR5615: Accelerating Safe, Effective and Secure
Remote Connected Care and Mobile Health (RCC-MH) Interoperable Solutions in Pandemics.
Konstantinos was hired by CDRH at FDA as Biomedical engineer and Digital health expert for
medical devices(Cardiovascular/Diagnostics) in 2013. Dr. Makrodimitris works in Government since
2009 where he was selected as one of the first US FDA Commissioners Fellows(US Health IT and
BioInformatics systems where he represented FDA in Federal Health Architecture and
interoperability standards such as lab results and reports, EHR/PHRs, Devices/Drugs informatics)

Dave Mandelkern, MS

is the Chairman of the Quantum Leap Healthcare
Collaborative, a non-profit collaboration between medical researchers at the University of California,
San Francisco and global healthcare and technology innovators. Quantum Leap's mission is to
integrate high-impact clinical research with patient care to improve and save lives. Among other
programs, Quantum Leap is the sponsor of the innovative I-SPY TRIALS for breast cancer and
COVID-19 patients; BreastCancerTrials.org and CTmatch clinical trial matching services; the
OneSource project to improve healthcare data management and information systems across research
and clinical settings. Mr. Mandelkern is a retired Silicon Valley entrepreneur with over 35 years of
experience in enterprise software and healthcare services companies, including building two publicly
held companies with a combined market cap at one time over of $1.5 billion. He was a founder and
CEO of Maverix Biomics, a genomic sequence big data analytics software company; founder and
CEO of QuickHealth, a provider of primary care medical services recognized by the New York Times
as one of the "ideas of the decade"; founder, EVP and CTO of Docent, a pioneer in online learning
software; and CEO of Talarian, a real-time messaging middleware software company. Mr.
Mandelkern has served on the boards of both public and private corporations and charitable
organizations including currently the California State Parks Foundation and Beyond Barriers Athletic
Foundation.

Danica Marinac-Dabic, MD, PhD, MMSc, FISPE serves
as the Associate Director of the Office of Clinical Evidence and Analysis, at the FDA, Center for
Devices and Radiological Health (CDRH). Prior to this position she was the Director of the CDRH
Division of Epidemiology. Under her leadership, in 2010 FDA/CDRH launched its MDEpiNet
Initiative. Dr. Marinac-Dabic also led the development of the International Consortium of Orthopedic
Registries Initiative; International Consortium of Cardiac Registries and International Consortium of
Vascular Registries. From 2015-2018 she led the Registry Working Group at the International
Medical Device Regulators Forum to develop series of 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 for addressing
clinical questions on devices, therapies, and their combinations for the treatment of uterine fibroids,
pelvic floor disorders and female sterilization. She is a Fellow of the International Society of
Pharmaco-epidemiology and Therapeutic Risk Management, Member of the Executive Operations
Committee of the MDEpiNet, Member of the Steering Committee of Transcatheter Valve Therapies
Registry, National Breast Implants Registry and Oxford-based IDEAL Collaborative, EXCITE
International Collaborative and International Consortium of Breast Registry Activities. Prior to
coming to FDA, she garnered experience in obstetrics, gynecology, and epidemiology in the
academic and hospital settings as well as teaching experience in academic environment.

Riki Merrick, MPH

a licensed physician in Germany, received her Master in
Public Health from the University of California, Davis in 2004, when she started working on data
exchange standards like Health Level Seven (HL7), Laboratory Observation Identifiers Names and
Codes (LOINC) and Systematized Nomenclature of Medicine (SNOMED). For 10 years she was a
consultant for the Association of Public Health Laboratories (APHL) and is now staff, serving as the
informatics program’s lead terminologist. She helps Public Health Laboratories and Health
Departments with the implementation of various data exchange projects, such as sending electronic
laboratory results for reportable conditions to the Public Health department (ELR) or to the Centers
for Disease and Prevention (CDC) program areas like Influenza. She has worked for the National
Institute for Standards and Technology (NIST) on the development of conformance profiles and test
cases for lab related message validation tools. She participates in several national projects in the
Laboratory and Public Health domains with leadership roles in HL7 Orders and Observations
Working Group and V2 Management Group; the Integrating the Healthcare Enterprise (IHE)
Pathology and Laboratory Medicine (PaLM) Committee as well as the Laboratory and Messaging
Community of Practice (LabMCoP). She is the primary editor of several chapters of the HL7 Version
2 standard and has participated in authoring the HL7 V2.5.1 Electronic Laboratory Results (ELR)
Reporting Guide Releases 1 and 2 as well as the US realm Laboratory guides for electronic Directory
of Service (eDOS), Laboratory Orders Interface (LOI) and Laboratory Results Interface (LRI), the
IHE Laboratory Analytical Workflow (LAW) profile, IHE Laboratory Clinical Communication
(LCC) profile as well as the Anatomic Pathology Structured Report (APSR). She is also the co-author
on 2 chapters in Public Health Informatics and Information Systems Editors JA Magnuson, B Dixon
on Public Health Information Standards and Public Health Laboratories.

Kristi Mitchell, MPH is currently the Senior Vice President of the Center for
Healthcare Transformation at Avalere Health LLC, a newly formed group focused on enabling next
generation delivery of healthcare through quality, innovation and payment reform. Prior to her work
at Avalere, Ms. Mitchell worked at the American College of Cardiology, most recently as the Chief
Science Officer. In her role as Senior Director, Research and Development, she provided scientific
and technical oversight to the development of NCDR Registry and Quality Improvement Programs,
as well as, provided strategic and technical direction over NCDR cardiovascular outcomes research
and evaluation activities. Ms. Mitchell has served on a number of national stakeholder panels focused
on the use of clinical registry data, particularly for measure development and currently sits on the
MDEpiNet Executive Operations Committee and the Scientific Advisory Board of NKF’s CKD
Registry. She also holds a second three-year appointment with the NQF CV Measures Steering
Committee. She earned an A.B. in Human Biology and Public Policy from Brown University, and
her MPH in Public Health Policy Administration from University of Michigan.

Gregory Pappas, MD, PhD is the Associate Director National Surveillance
at CBER. While working at CDHR, he played a leadership role in establishment of NEST. At the
DC Department of Health served as the Senior Deputy Director of HAHSTA (HIV/AIDS, Hepatitis,
STD, and TB Administration). He 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. He helped author the President’s Emergency Plan for AIDS Relief (PEPFAR)
Five Year Strategy. At DHHS he 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. He
received his MD and PhD (Anthropology) from Case Western Reserve in Cleveland, Ohio. After
doing 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 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.

Art Sedrakyan, MD, PhD is a tenured professor at Weill Cornell Medicine
and directs the Institute for Health Technologies and Interventions. The institute is the academic
home of the Medical Device Epidemiology Network’s (MDEpiNet) Coordinating, Science and
Infrastructure Center. Dr. Sedrakyan directs the Center and is the initiator (with FDA) of major
national and international coordinated registry networks (CRN) that form the backbone of MDEpiNet
along with many public-private partnerships. He is a trained CT surgeon and a graduate of Johns
Hopkins University with Ph.D in Health Policy and Management. He was a senior adviser at FDA
and had appointments as senior service officer/senior adviser at the Agency for Healthcare Research
and Quality. Prior to appointments at DHHS he worked in the United Kingdom as a faculty at Royal
College of Surgeons (RCS) of England and London School of Hygiene. He is currently serving as a
ranking member and was previously the Vice-Chair of Medicare Evidence Development & Coverage
Advisory Committee (MEDCAC). He is the Vice-Chair of the IDEAL initiative with leadership area
in devices. Since January 2017 he is serving as a specialist advisor for Australian Therapeutic Good
Administration (TGA) and Honorary Professor at UNSW Big Data Centre where he helped establish
Australian MDEpiNet Center. Since May 2019 he is serving as a Co-Editor-In-Chief the ‘BMJ
Surgery, Interventions &Health Technologies’ (BMJ-SIT)

Julia Skapik, MD, MPH is a board-certified Internist and Clinical
Informaticist and CMIO at National Association of Community Health Centers. She acts strategic
leader and subject matter expert on work across the federal government and private sector in
quality measures, clinical decision support, terminology and HL7 standards including FHIR, and
care coordination and transformation. She previously served as a Senior Medical Informatics
Officer at the Office of the National Coordinator for Health Information Technology (ONC), where
she led the ONC-CMS Tacoma contract to harmonize data elements, models and expression
language standards across clinical decision support and electronic clinical quality measures
(eCQMs), worked on the ONC Interoperability Roadmap and the ONC Interoperability Standards
Advisory. Dr. Skapik currently serves as the CMIO for the Health Services Platform Consortium
and has an active clinical hospitalist appointment at Inova Mount Vernon Hospital in Virginia.

Scott Smith, PhD is Director of the Division of Health Care Quality and Outcomes
in the Office of the Assistant Secretary for Planning and Evaluation (ASPE) at HHS. His division
conducts research on how health policies influence health care quality and outcomes in State and
Federal programs. In addition, the division is responsible for managing the Office of the Secretary’s
Patient-Centered Outcomes Research (PCOR) data infrastructure portfolio across HHS. His interests
are studying quality metrics in Medicare and Medicaid, building national data capacity for
conducting patient centered outcomes research, strengthening research programs, and facilitating
support for a learning health care system. Before joining ASPE, Smith directed research programs
on comparative effectiveness and pharmaceutical outcomes at the Agency for Healthcare Research
and Quality (AHRQ) and was a member of the tenured faculty at the University of North Carolina at
Chapel Hill.

Nicholas F. Tsinoremas, PhD is the Vice Provost for Research Computing
and Data and Founding Director of the University of Miami Institute for Data Science and
Computing which was established to catalyze intradisciplinary collaborations using computation. He
also holds faculty appointments in the Miller School of Medicine and the College of Arts and
Sciences. Dr. Tsinoremas received his B.A. in Chemistry from the University of Athens, Greece,
and his Ph.D. in Biochemistry and Molecular Biology from the University of Leeds, UK. Before
joining the University of Miami, he served as Head of Informatics and Chemoinformatics at The
Scripps Research Institute- Florida. In the past, he was Director of Computational Genomics and
Genomic Discovery at Rosetta/Merck where he directed the project that combined data science and
computational approaches with gene expression profiling, high throughput screening and genetics to
discover, prioritize, and define new drug targets and novel therapeutics. Prior to working for Merck
Research Laboratories (MRL)/Rosetta, Tsinoremas was the Vice-President of Genomics at
DoubleTwist Inc., where he determined the scientific direction and development of DoubleTwist¹s
bioinformatics applications and databases. At that time, he also led a team that developed the first
annotation of the Human Genome.

William (Bill) Wood, MD is a hematologist and oncologist with a clinical focus
in blood cancers, hematopoietic cell transplantation and cellular therapy. Research interests include
strategies to measure and intervene upon physical function during and after cancer treatment. Digital
biomarker development, physiologic sensor integration, home-based functional assessments, patient
reported outcomes implementation, and health coaching are areas of current efforts. A major goal is
to leverage emerging technologies to improve the cancer patient experience. Dr. Wood serves as an
expert contributor on a wide variety of digital medicine collaborations and research initiatives. Dr.
Wood has also led and participated in local, state, national and international studies involving
observational data aggregation in hematologic malignancies. He serves as the chair of the ASH
Research Collaborative’s Data Hub Oversight Group, which is building the world’s largest repository
of real world data for patients with hematologic conditions.

Yelena Yesha, MSc, PHS is a tenured Distinguished University Professor at
the Department of Computer Science and Electrical Engineering at the University of Maryland,
Baltimore County. She is also the Director of the National Science Foundation Center for Accelerated
Real Time Analytics (CARTA). She received her B.Sc. degrees in Computer Science and in Applied
Mathematics from York University, Toronto, Canada, in 1984, and her M.Sc. degree and Ph.D.
degree in Computer Science from The Ohio State University in 1986 and 1989, respectively. She has
published 11 books as author or editor, and more than 170 papers in prestigious refereed journals and
refereed conference proceedings and has been awarded external funding in a total amount
exceeding 40 million dollars. Dr. Yesha is currently working with leading industrial companies and
government agencies on new innovative technology in the areas of cybersecurity and big data
analytics with applications to electronic commerce, climate change and health. Dr. Yesha is a fellow
of the IBM Centre for Advanced Studies.

