Leveraging Real World Evidence to Get Better, Faster,
Cheaper Medical Devices for Physicians and Patients

Major initiatives:

- Medical Device Epidemiology Network (MDEpiNet)

- Reqistry Assessment of Peripheral Interventional Devices (RAPID)
- SFA-Popliteal EvidencE Development (SPEED)
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Paradigm shift in Healthcare




Purpose

Webinar
A Educate viewers about MDEpiNet, RAPID, and SPEED

MDEpiNet RAPID
A Better, Faster, Cheaper devices t

A FDA, clinician, and manufacturer partners benefit from the use of
real world evidence

A More partners = Greater diversity = Better data and results

A Medical device manufacturers can leverage real world data in
RAPID Phase Il




Medi cal Devi ces: NThe Opj
A

Captureal nworl d evidencecoandpostor de
market safety and effectiveness of medical treatment

Develop analytical methodologies for device evaluation

Generate guiding principles and clear data governance

Build infrastructure to share best practices amongst diverse
stakeholders and merge data sources for better interoperability

Demonstrate more effective capture and reuse of UDI across
supply chain, clinical, and analytical systems



Medical Device Epidemiology Network
(MDEpiNet)




MDEpiNet Initiative

What it is:

A A public-private partnership, started in 2010, with stakeholders from
FDA, private industry, academia, professional organizations, etc

Purpose: Bring together leadership, expertise, and resources to support
a national medical device evaluation system

Mission: Advance national and international infrastructure for patient-
centered regulatory science, surveillance and quantitative methodology

Goal: Optimize evidence generation, appraisal, and synthesis for
medical device Total Product Lifecycle (TPLC) evaluation




Value of Device Lifecycle and Evaluation
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Benefits of MDEpIiNet for Patients, Clinicians,
Industry, Regulatory Agencies

Better product
A Better devices, faster to bedside for patients
A Improved pre-/post-market balance
Increased information
A Information on device risk/benefit
A Comparative effectiveness, cost-effectiveness
A Historical data (modeling; performance goals and criteria)
A Best practice guidelines
A Increased data sets for greater accuracy
Greater efficiency
A Interoperable collection and exchange of electronic health data
A Reduced regulatory burden
A Leveraging existing data for device evaluation




Registry Assessment of Peripheral
Interventional Devices (RAPID)




Registry Assessment of Peripheral Interventional
Devices (RAPID)

A The MDEpiNet RAPID project is designed to advance the
foundational elements of the approach for the evaluation of
medical devices used to treat and manage peripheral artery
disease.

A RAPID is an archetype of the total product lifecycle
ecosystem.

A It is one of a series of projects initiated to advance and
demonstrate the interoperable flow of data across electronic
health information systems.

A Is fundamental to the basis of the development of the National
Evaluation System for Health Technology (NEST).

A A demonstration project of MDIC/NEST, a public-private
partnership.




RAPID Leadership Team

Principal Investigators

A Jack Cronenwett, MD, Society of VVascular
Surgery, Vascular Quality Initiative

A Pablo Morales, MD, United States Food and Drug
Administration

A Robert Thatcher, 4C Medical Technologies
Key Advisors

A Mitch Krucoff, MD, Duke Clinical Research
Institute

A Danica Marinac-Dabic, MD, Ph.D., MMSC, United
States Food and Drug Administration

Project Management and Informatics Support
A Duke Clinical Research Institute

A Weill Cornell Department of Healthcare Policy and
Research




RAPID Partners

Medical Societies / Registries Government Agencies

A American College of Cardiology (ACC) A FDA (Center for Devices and Radiological

A National Cardiovascular Data Registry Health (CDRH) and Center for Drug

(NCDR) i Peripheral Vascular Evaluation and Research (CDER)
Intervention (PVI) A Agency for Healthcare Research and
A Society of Interventional Radiology Quality (AHRQ)
(SIR) A Centers for Medicare and Medicaid
A National Interventional Radiology Services (CMS)
Quality Registry (NIRQR) A Department of Defense (DOD) Healthcare
A Society for Vascular Surgery (SVS) Resources
A Vascular Quality Initiative (VQI) i A Office of the National Coordinator (ONC)
Peripheral Vascular Intervention (PVI) A National Heart, Lung and Blood Institute
A International Consortium of Vascular (NHLBI)

Registries (ICVR) A National Library of Medicine (NLM)

AJapandés Pharmaceutica
Devices Agency (PMDA)
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RAPID Partners (cont.)

Companies / Organizations

A 4C Medical Technologies, Inc. A Healthjump, Inc.

A Aorta Medical, Inc. A MedStreaming/M2S

A Boston Biomedical Association A MDIC/NESTcc

A Cerner A INC Research

A Cognitive Medical Systems A IQVIA (formerly Quintiles)
A Deloitte Healthcare A PCPI

A Device Events A Pharm3r

A Epic A Ultamed Corp

A First Databank, Inc.
A Global Healthcare Exchange

A Global Medical Device Nomenclature
(GMDN)




RAPID Funders
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RAPID Goals: Phase |

A Phase I: Identify minimal set of core data elements
for registry assessment of lower extremity arterial
devices, including methods to identify specific
devices being used.




RAPID Phase |I: Delivered

A Phase I: Identify minimal set of core data elements for registry
assessment of lower extremity arterial devices, including
methods to identify specific devices being used i Completed!

A Meta-data of the 100 core data elements include:

Data element label (e.g. Modified Rutherford Category; wound
grade)

Data element definition

Value set

Definitions of the elements of the value set
Reference source

o Io Po To Do

DownloadRAPID Phase | Core Data Elements at:
http://mdepinet.org/wp-content/uploads/RAPIfC oreDataElements 20JUL2016FinalforPhasel Rev1 Kl



http://mdepinet.org/wp-content/uploads/RAPID-Core-Data-Elements_20JUL2016FinalforPhaseI_Rev1.xlsx

RAPID Phase I: Delivered (cont.)

Core Data Elements

A100 fikey core data el ements, 0 i
characteristics, clinical descriptors, device descriptors, lesion
descriptors, etc., as published in Journal of Vascular Surgery

Use Cases for Core Data Elements

A Infrastructure facilitates interoperability between registries, EHRS,
and other data sources

Workflow Diagrams

A Point of care, total product lifecycle and registry-based clinical
studies/trials

GUDID (Global Unique Device Identifier Database) Project Summary
A Key learnings about use of GUDID data




Publications and Guidance
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RAPID Goals: Phase Il - Completed
A

A Phase Il: Demonstrate the feasibility of data
extraction interoperability across registries and
hospital EHRs that provide patient-level data for
core data elements.




Phase |l Stakeholder Working Groups

1. Informatics, Interoperability & Global Unique Identifier
(GUDID)

2. Governance, Access, Data Sharing
3. Protocol Development
a) Statistics
b) Industry
c) Clinician
4. Educational Outreach
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SFA-Popliteal Eviden“cg Development
(SPEED)




