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9th MDEpiNet Annual Meeting: Day I

Objectives: To build a Coordinated Registry Network (CRN)
Communityof Practiceto assistCRNdevelopmentas a robust
source of evidence for device evaluation and to serve as a
foundationalcomponentof the NationalEvaluationSystemfor
healthTechnologies(NEST). Thismeetingwill presentan update
on CRNmaturity modelsand discussǎǘŀƪŜƘƻƭŘŜǊǎΩinterestsas
well as the impact of CRNson NESTevidence generation.
Additionally,we will discuss/wbǎΩneedsand opportunities to
learn from one another, present new tools to augment CRN
capacity,andpromote internationalcollaborations.



Welcome and Goals of the Day

Art Sedrakyan, Weill Cornell Medicine



We might be living in a computer program, we can hack it!



MDEpiNetOrganization Team



Danica Marinac-Dabic

Elise Berliner

Ted Lystig

Fred Resnic

Sharon-LiseNormand

Kristi Mitchell

Mitch Krucoff

Rachael Fleurence

Marta Steliac

Courtney Baird

Nadia Kim

Art Sedrakyan

Thank you to the MDEpiNetAnnual Meeting Planning Committee



Presenters:

Danica Marinac-Dabic, Food and Drug Administration

Art Sedrakyan, Weill Cornell Medicine

Session I: MDEpiNet Accomplishments



MDEpiNet: 
Championing

the International      
Collaborations

Danica Marinac-Dabic, MD, PhD, MMsc, FISPE

Director, 

Division of Epidemiology, FDA/CDRH
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The Take Home Messages  

International spirit has been in the core of MDEpiNet since its launch in 2010     

International Registry Consortia: One of the founding pillars of MDEpiNet infrastructure   

MDEpiNet Multi-stakeholder Focused Chapters Internationally: Driving and Unifying 
Force    

International MDEpiNet Fellowships:  Key Strategy Toward Educating New Generation of 
Scientists           

Official MDEpiNet Journal: BMJ ςSurgery and Health Technologies

MDEpiNet and IMDRF involvement and opportunities    



10www.fda.gov
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Learning Health Care Systems : Facing Similar Scenarios Nationally 

and  Internationally    

www.fda.gov 11

Needs
Drivers

ωLegislation

ωPolicy 

ωDisruptive 
technologies 

Opportunities for Solutions 

ωInfrastructure

ωMethods

ωPartnershipsStrategies

Prioritizations 

Patients across the globe demand a real - time 
access to understandable information about 
the benefits and risks of medical treatments 
including medical products and medical 
procedures  to make informed decision !  
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2010 2011 2012 2013 2014 2015 2016 2017 2018

MDEpiNet 
Launch

International 
Consortia
(e.g. ICOR, ICCR)

Reports:
ÅPlanning 

Board 
ÅMDEpiNet 

Registry Task 
Force 

Å IMDRF

MDEpiNet 
Methodology
Center at
Harvard 

MDEpNet Science 
and 
Infrastructure 
Center at Cornell

Develop and 
test drive 
novel methods 
and  scientific 
infrastructure 
for device 
evidence 
generation 
synthesis and 
appraisal 
nationally and 
internationally  

THE VISION FOR 
NATIONAL SYSTEM 
LAUNCHED 
FDA 4- day Public 
Meeting  
Day 1. Launch of 
FDA strategy
Day 2. MDEpiNet 
Annual  
Days 3-4. Registries  

A quick look at the past 
ŘŜŎŀŘŜΧΦ

CRNCommunity                    

of Practice 

Tools for assessing the 
Usability 
of Registries for 
Regulatory Decision 
Making , March 2018 
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Example: International Consortium of Orthopedic Registries (ICOR)

Å Comparative effectiveness / safety studies  (27 papers published in JBJS,) 

Å Catalyzed the development of ICOR-USA and Ortho CRN

Å Informed the International Medical Device Regulators Forum (IMDRF)  
Registry Working Group 

Å Served as a model for new International Consortia of Vascular, 
Transcatheter Valve, and Breast Implant registries

Partnership: 
29 Registries,  - Over 5,200,000 implants

Methods: 
Common Data Model to combine 

and de-identify data

UDI Promotion: 
Global Clinically-Meaningful 

Attributes Database for Hips and 
Knees
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MDEpiNet and IMDRF Involvement  

Å MDEpiNet has proposed the 
creation of the first IMDRF 
Patient Registry Working Group 
( 2014) 

Å MDEpiNet served on three 
registry working groups  (2015 
- 2018)  that produced three 
essential principles documents 

Å MDEpiNet provided series of 
trainings for the IMDRF 
participants    

Å MDEpiNet is spearheading the 
implementation of the IMDRF 
registry principles via 
international registry


