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Product Development in the U.S.
Increasingly Slow & Expensive

FDA tightens
100 regulation
post-thalidomide

—— FDA clears backlog

following PDUFA
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bolus of HIV drugs
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First wave of
biotechnology-
derived therapies
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Eroom’s Law. The number of new drugs approved by the FDA per billion
US dollars (inflation-adjusted) spent on research and development
(R&D) has halved roughly every 9 years since 1950.

Scannell et al., Nature Reviews Drug Discovery 11:191, 2012
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The Digital Revolution
An Opportunity for Regulatory Refok
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The Digital Revolution

Impediments to Change
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MDEpiNet Publlc Prlvate Partnershlp
Who are we?

CAL Dg D CIENCE AN, IN
eV icg, A $ETHOPOLoG, ﬂfSRAS UCTE, . COORPINATy, |

ADMINISTRATION HARVARD WEILL CORNELI DUKE

Foop AnD DRrRuUG

PARTNERS AHRQ, ACC-NCDR, Avalere, Canadian Agency for Drugs and

Technologies in Health Cardiovascular European Research Center (CERC),
Centers for Medicare and Medicaid Services (CMS), IDEAL Collaboration,
Johnson & Johnson, Lahey Health, MedTech Intelligence, Medtronic, Mercy,
Northgate Public Services, National Center for Health Research, National
Institute for Health and Care Excellence (NICE), Phillips, Phillips Innovation
and You, Society for Vascular Surgery Patient Safety Organization, The TMJ
Association, LTD.... And, GROWING!
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MDEpiNet Public- PI’IV\'[ Partnershlp

The Mission
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Conducting
Studies

Developing
Methodology

Building
Infrastructure

Faster, more cost-
effective studies

—

. Improving patient-
- centered outcomes

Better, safer
devices
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MDEpiNet Organizational Structure

MDEpiNet Stakeholder Council

MDEpiNet

Coordinating Center (Duke)

Public Programs Committee

International Committee
Executive Operations
Committee
Stakeholder Engagement and
Scientific Oversight
Committee

Sustainability Committee

Publications Committee

MDEpiNet MDEpiNet
Science & Infrastructure Center G Methodology Center
(Cornell) el ]2 (Harvard)

Disease-Based Working

Cardiovascular Orthopedic Additional
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National Evaluatlon System. (NESMD)
Building Blocks

Implementation

Analytics

Infrastructure
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National Evaluatlon System (NESMD)

Infrastructure
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Specialty Registry: Administrative Claims Data:
*  Procedural detail . Limited procedural detail

*  Index hospitalization outcomes . Some hospitalization outcomes

*  No long term follow-up *  Extended long term follow-up
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Index Procedure &
Hospitalization

EHR Hospitals Claims Data

I I Payer Registries
State/Regional Registries Irrofessinal Society Registries

Core Minimum Data Set
Structured Data Capture

Patient Level
Device Evaluation Database

Clusterl

@ Cluster Head
@ Member Node
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Cluster2

Cluster3

C. Distributed data networks
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Incorporate Unique Device Identifier(UDI)
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FDA UDI Timeline
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National Evaluatlon System ‘(NESI\/ID)
Data Analytics
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MDEpiNet Strateglc PrOJects
Redesigning the Pipeline

! Aegl . Late-Phase Pre-Market Clinical Trials

B App2 T Label Extension & Post-Approval Studies

- App 3 . ‘Dedicated’ Post-Approval Analyses

B App4 W Claims-based ‘Performance Goals’

B App5 W Automated Safety Surveillance
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National Evaluatlon System (NESMD)
Redesigning the Pipeline

CRAWL WALK RUN
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MDEpiNet PPP
A Shared Philosophy

STEP’I'I'EIVEN WHEN YOU DON ':!'
SEE E“{ﬂQLESTA'RCASE britt.barham@duke.edu

Kishandwizdom tuntolr
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Duke Coordinating Center
Project Manager
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