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Keynote 
FDA Perspective on a National Medical Device Evaluation System 
Jeff Shuren, MD, JD  
Director, Center for Devices and Radiological Health (CDRH), FDA 
 

• Dr. Shuren provided an overview of the challenges associated with the fast-paced field of 
medical devices technology and CDRH’s attempts to keep-up with the regulatory 
evaluations of these technologies. He provided an insight into the National Evluation 
System developed for the medical devices, the investments and achievements so far and 
the ket contributers 

• He outlined the 2016-2017 CDRH strategic priorities which are – establish a national 
evaluation system for medical devices, partner with patients, and promote a culture of 
Quality and organizational excellence. And an increased access to the real-world 
evidence to support regulatory decision making is pivotal to the completion of the above 
priorities.  
 

Session 1: Harnessing the Digital Revolution for Medical Device Evaluation   
 
Moderator: Gregory Pappas, MD, PhD 
Associate Director, National Device Evaluation, CDRH, FDA 
 
Building the National Evaluation System for Medical Devices (NESMD): Work of the 
Planning Board 
Gregory Daniel, PhD 
Deputy Director, Duke-Margolis Center for Health Policy, Duke University 
 

• NESMD is envisioned as a strategically-driven, coordinated network of voluntary 
partnerships working towards generating higher quality data at lower costs to inform and 
improve patient care. Potential demonstration projects include to – quantify potentially 
serious but rare adverse events in Class II devices, build an automated efficient safety 
surveillance system, use existing registries for re-purposing effectiveness evaluations and 
promote methods for patient-driven evaluations. 

• The NESMD network of partners include – Sequoia Project, Private health plans, FDA, 
coordinated registry networks, PatientsLikeMe, integrated delivery systems, sentinel, 
MDEpiNet, manufacturers, CROs, CMS, PCORnet etc. 

 
Tools and Methods for Building the NESMD in a New Era – The Role of MDEpiNet 
Matthew Brennan, MD, MPH                                         
Co-Director, STS Analytical Center, Duke Clinical Research Institute (DCRI), 
Duke University 
 

• The MDEpinet is an organization of individuals from academia, industry and government 
with a mission of bringing innovation to patients. It is working to build infrastructure and 
data partnerships, develop methodologies and support priority pilot programs. 

• Their major focus is on better data build-up and minimizing error on the data collection 
level and then using effecitve methodologies to efficiently and effectivelly harness the 
full scope of the data through robust methodologies and answer the key questions about 
comparative and effecitveness evaluations of medical devices. 

 



   
 

 

 

Unique Device Identification: Building Block for the National Evaluation System 
Terrie Reed, MS Industrial Engineering  
Senior Advisor for UDI Adoption, Office of Surveillance and Biometrics, CDRH, FDA 
 

• UDI are device plus product identifiers for medical devices and they are important 
for unique tracking for safety surveillance in the post-marketing phase. Not only is 
the assignment of this number mandatory but this number is important to care 
providers, manufacturers, suply chain, researchers and mainly the NMDES. 

• The UDS promises to be the link between patient and device that can improve ability 
to detect and respond to safety issues, introduce efficiency in recalls, reduce medical 
errors, and increase precision of the real-world evaluations. The speaker impresses 
the need for development of a community of relevant stakeholders to help adoption 
of the UDI system. 

 



   
 

 

 

Session 2: Foundations for the National Evaluation System: Where Are We Today?  
Moderator: Francis B. Palumbo, PhD, Esq. 
                     Professor &Executive Director, Center on Drugs & Public Policy, 
          University of Maryland School of Pharmacy 
 
Building Coordinated Registry Networks : A Core Strategy to Build the National System  
Art Sedrakyan, MD, PhD 
Professor of Healthcare Policy and Research in Cardiothoracic Surgery, 
Weill Cornell Medical College   
 

• Providing with a real-case example of a possible medical error that was avoided among a 
patient with prothetic heart valve, Dr. Sedrakyan impressed upon the audience the need 
of evidence to inform practice of medical device usage. 

• In his case to provide evidence, he focused on the need to build registries and discussed 
the key components to be included and considered while utilizing these registries as a 
data source for safety and effectiveness evaluations of medical devices. 

   
Discussant: 
The Case for Orthopedics 
Andrew N. Pollak, M.D. 
Chair, Department of Orthopaedics, University of Maryland School of Medicine 

• Presented with examples cases where the clinical need and judgement of the treating 
orthopedic took precedence over the evidence present or lacking. He also presented cases 
where the size of the end-market may present challenges in terms of economically 
sustaining an evaluation system. 

 
Big Data Analytics: Statistical Tools for the NESMD 
Nelson Lu, PhD 
Mathematical Statistician, Office of Surveillance and Biometrics, Division of Biostatistics, 
CDRH, FDA 

• The speaker discussed the potential utilization of NESMD, possible biases due to 
confounding, and methods (analysis, design, propensity score matching) that would be 
useful to counter this bias. He also provided with examples to better explain these 
methods to the audience 

 
Analyzing Device Risk Using Textual Databases  
Monifa Vaughn-Cooke, PhD 
Assistant Professor, Department of Mechanical Engineering,  
University of Maryland 

• The speaker discussed how textual data is collected, how the fields such as reason for 
recall, problem code, and component code are key for assessing risk. Further how the text 
parsing, filter and clustering is used to quantify this qualitative evidence and how this 
feeds into the current FDA requirements was covered. The presentation was concluded 
with recommendations for effective utilization and management of textual data. 

 
Using Real-World Evidence for Regulatory Decisions & Practice  
Danica Marinac-Dabic, MD, PhD 
Director, Division of Epidemiology, CDRH, FDA    

• The speaker opened the discussion with the importance of RWE to assess the safety and 
effectiveness of medical devices. She gave the acronym “LEVIS” to the audience which 



stands for leveraged, embedded, valuable, inexpensive/innovative, and sound science. 
She shared a few successes of the RWE in safety assessment of cardiovascular devices, 
potential partnership and highlighted the need for methodologies to match-up to the 
growing data and yield better evidence for the future comparative assessments for 
medical devices. 

 
The Case for Interventional Cardiology Devices 
Anuj Gupta, MD, F.A.C.C., F.S.C.A.I. 
Director of The Cath Lab, Department of Medicine, 
University of Maryland School of Medicine 

• The speaker provided a background and epidemiology of patients who undergo aortic 
stenosis. Through this case he pointed out that long-term implication of an implanted 
medical device is one of the major concerns for a cardiologist and for the patient. He also 
pointed out that there is gap in the evidence with respect to the impact of these devices by 
differential age and medical history. He concluded that these gaps can indeed be filled by 
robust research using RWE and highlighted the role of MDEpiNet. 



   
 

 

 

Scientific Information Tables  
 
National Library of Medicine (NLM) 
Steve Emrick, Head, Terminology Quality and User Services 
Patrick McLaughlin, RxNorm, DailyMed and AccessGUDID Support Lead 
Josh Temple, AccessGUDID Applications Developer,NLM, National Institutes of Health (NIH) 
 

• The speaker highlighted search strategies to be used and the literary vocabulary relevant 
to implantable devices. 

 
NIH Health Care Systems Research Collaboratory Program 
Wendy Weber, ND, PhD, MPH 
Chief, Clinical Research in Complementary and Integrative Health Branch, Division of 
Extramural Research, NIH 
 

• The speaker introduced the audience to NIH collaborator projects and demonstration 
project interventions. She also provided the case of pragmatic trial demonstration projects 
and the overview of the collaborator activities. 

 



   
 

 

 

Session 3: Nodes in the Network: Making the Learning Health Care System Real 
Moderator: Fadia Tohme-Shaya, MPH, PhD 
Professor & Vice Chair for Academic Affairs, Pharmaceutical Health Services Research, 
University of Maryland School of Pharmacy 
 
Presentations 
 
Sentinel 
Nandini Selvam, PhD 
Senior Director, Government & Academic Research, Healthcore 

• The speaker provided an overview of the FDA Sentinel initiative, its application in the 
field of medical device safety and the role of Healthcore 

 
PCORnet 
W. Shuyler Jones, MD 
Assistant Professor, Department of Medicine, Duke University School of Medicine 

• The speaker highlighted the goal of PCORnet, and put forth the over arching objectives 
of the group – create infrasturcture for CER, utilize the electronic healthcare records, and 
engage patients and other stakeholders throughout the process. She highlighted the 
capabilities of PCORnet and their active role in enagaging patients in clinical trials. 
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