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Disease/Device-Specific Working Group ABCs

A. Immediate specific impact focus

B. Pilot proof of concept: novel, generalizable
oredicates

C. MDEpINet Scientific Oversight Committee

approval:
On mission
Defined leadership
Stakeholder inclusiveness & transparency
Practical (resources, timelines, etc)
Tools: thinktanks, white papers, partnered resources
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Applied Principles* of Electronic Data For Device Evaluation

Essential Principles
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MDEpiNet PPP PASSION Program Launch
October, 2014
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Registry Assessment of Peripheral
Interventional Devices
RAPID Working Group

Phase |I: Core Minimum Data (CMD) Set

Common data elements:
PVD reqistries
PVD device approval CRFs

Common data element dictionary

Phase la: Interoperability Demonstration
ldentify 3-6 data sources (registries, EHRS)
Extract patient level CMD

Phase Il: Prospective “Registry”-based RCT
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National Medical Device Evaluation
System
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Bridging Unmet Medical Device Ecosystem Needs
With Strategically Coordinated Registries Networks
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Recommendations for a National
Medical Device Evaluation System

STHEeR T l;,. Ceasinates Tamist it M A ks

e O indral Caoe and Breogrek

www.mdepinet.org
Draft for public comment




MDRTF Recommendations

National System Architecture:

Strategically Coordinated Registry Networks
(CRNS)
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MDRTF: Foundational constructs:
Coordinated Registry Networks (CRNS)

Building a de novo national system for devices:
Cost prohibitive
Diversity prohibitive
Perception prohibitive
Outdated by launch

Of current & emerging e-health information sources
(registries, EHRs, administrative, moblie apps, etc) registries
provide most robust content & operational predicates

No single registry suffices for benefit/risk & safety for all
devices

Strategic data sharing interoperability (linking)
complementary e-health sources could mitigate single source
deficiencies: CRNs
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Strategically Coordinated Registry Networks (CRNS)
Model Option Examples
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MDRTF Recommendations

The Path Forward:

Pilot Projects
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Small steps to big changes

Priority device focus
Opportunistic, successful first steps

Immediate device-specific & generalizable
deliverables

National System should actively catalogue
lessons learned & data sharing solutions for
use/re-use, accelerating development of
CRNSs in additional device areas

Build momentum, consistency & confidence
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RAPID: An MDEpiNet PPP Perspective

Conclus
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PID i1s one of most advanced PASSION
KINng groups

PID has clear & pragmatic pre- and post-
Ket applications

RA
proj

PID could be an excellent candidate pilot
ect for National Medical Device

Evaluation system

Keep moving RAPIDIy!!!
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