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What is MDIC?

A 501 (c)(3) and public-private partnership created with the
sole objective of advancing regulatory science of medical

devices for patient benefit.

63 participating member

Government organizations

- FDA-CMS- NIH

Leading resource on issues important to the
Medtech innovation ecosystem
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Initiated nine projects

Congressional testimony on modernizing
clinical trials

Resources - People - Intellectual Capital

S35M + funding from grants and contracts
for Program initiatives
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Defining Regulatory Science

The science of developing new tools,
standards, and approaches to assess the

safety, efficacy, quality, and performance of
FDA-regulated products.
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"What we've lacked is a structure like the
Medical Device Innovation Consortium that
allows for a larger number of parties to come
together to develop these projects on an

ongoing basis - a significantly more effective
way to do research.”

- Jeffrey Shuren, MD, JD

Director of CDRH
MedPage Today, December4;2012




MDIC Initiatives and Program Areas

MDIC’s Core Initiatives
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Clinical Science Data Science and Technology

National Evaluation System for Health

Health Economics and Patient Access Technology Coordinating Center
(NESTcc)

MDIC’s Program Areas
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Early Feasibility Studies

FOCUS AREAS

Early Feasibility Studies
Site Network Pilot

— T -

Champion: Chip Hance | CEO | Regatta Medical

Program Director: Liliana Rincon-Gonzalez| MDIC
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Cardiovascular Devices, CDRH

Contact: Maureen Dreher, PhD | Acting Assistant Director,
Policy and Operations Team | Office of Clinical Evidence &
Qnalysis

Contact: Andrew Farb, MD| Chief Medical Officer | Office of
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Science of Patient Input

FOCUS AREAS

Framework for Patient
Input in Clinical Trial
Design

Committee chair: Barry Liden | VP, Patient Engagement |
Edwards Lifesciences

Patient Centered Benefit-
Risk (PCBR) Framework

Program Director: Stephanie Christopher | MDIC
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Modeling the use of Patient
Preference Information in
the statistical design of
clinical trials

Contact: Michelle Tarver | Director, Patient Science &
Engagement Program

Heart Failure Patient
Preference Study
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Case for Quality

FOCUS AREAS

Case for Quality i S Quality .

Voluntary Fixing CAPA Quality asa Ind tp Sg f Analytics Leadership

Improvement Career Option ndustry Sate NESTcc Test Engagement
Program Space Case

Committee chair: Joe Sapiente| VP, Quality Assurance and

. . Contact: Cisco Vicenty| Program Manager, Case for Quality
Regulatory Affairs, Hologic

| CDRH

Program Director: Stephanie Christopher | MDIC
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Clinical Diagnostics

FOCUS AREAS

Surrogate Samples Fingerstick Somastic Relference Clinical Evidence IVD RWE
amples

TECHNICAL ‘ | CLINICAL ‘

Champion: Tobi Karchmer, MD, MS | SVP, Global Med Affairs Contact | Zivana Tezak, PhD | Associate Director for Science

and Clinical Development | BD and Technology | Office of In Vitro Diagnostics and
Radiological Health

Program Director | Carolyn Hiller, MBA | MDIC

Contact: Marina Kondratovich, PhD | Associate Director for

M D | ( : Clinical Studies | Office of In Vitro Diagnostics and
Qadiological Health y
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Data Science & Technology

FOCUS AREAS

External Evidence Methods

Champion: Randy Schiestl | Global Operations & Technology
| Boston Scientific

Program Director | Jithesh Veetil| MDIC
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Modeling and Simulation

. N

EEM Contact: Ram Tiwari, PhD | Director, Division of
Biostatistics; Office of Clinical Evidence & Analysis, OPEQ |
CDRH

CMA&S Contact: Tina Morrison, PhD | Deputy Director,

Division of Applied Mechanics | Office of Science &
Qngineering Laboratories (OSEL) | CDRH ;L@/




Cybersecurity

FOCUS AREAS

Threat Modeling

Champion: Randy Schiestl | Global Operations & Technology
| Boston Scientific

Program Director | Jithesh Veetil| MDIC
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Coordinated Vulnerability

Reporting

Contact: Suzanne Schwartz, MD | Director, Office of
Strategic Partnerships & Technology Innovation (Acting)
| CDRH

- J
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Health Economics and Patient Access

INITIAL PROJECT INITIATIVE

HEPA Member Survey and
Survey Report

Champion: Mike Minogue | President and CEO | Abiomed Contact: Jeff Shuren, MD, JD | Director, Center for Devices

and Radiological Health | CDRH
Vice President| Liz Spurgin | MDIC
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NEST Coordinating Center

FDA proposed the development of a national system

NESTcc envisioned as a voluntary data network of collaborators by Planning
Board

FDA awarded funding for NESTcc to Medical Device Innovation Consortium
(MDIC)

NESTcc Executive Director named and Governing Committee selected

Network

Development Initial NESTcc Data Network formed

Interim and Final Results from Round 1 and Round 2 Test-Cases

NESTcc fully launched and operational

Clinician

Patient egulators
Groups

Health
Systems

M D I( : Contact: Rachael Fleurence, PhD| NESTcc Executive Director,
Tﬁ! MDIC 13
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2019 Board of Directors

Nadim Yared | CVRx
President & CEO

MDIC Board Chair

MDIC Executive Committee

Michael R. Minogue | ABIOMED Inc.
President, CEO and Chairman

Rick Geoffrion | Mitralign, Inc.
President & CEO

MDIC Executive Committee and
Finance Committee Vice-Chair

Shacey Petrovic| Insulet
President and CEO

MDIC Executive Committee and
Membership Committee Chair

Pamela Goldberg | MDIC
President & CEO

Randall Schiestl | Boston Scientific Corporation
VP, Global Operations and Technology

Mark Carlson, MD, MSc | Abbott
Division Vice President and Chief Medical Officer

Joe Selby, MD, MPH | PCORI
Executive Director
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Caroll Neubauer | B. Braun of America, Inc.
Chairman & CEO

MDIC Executive Committee and Finance Committee
Chair

Jeffrey Shuren, MD, JD | CDRH, FDA

Director of CDRH

MDIC Executive Committee and Membership Committee
Vice-Chair

Samrat S. Khichi | BD
EVP & General Counsel

Tanisha Carino | FasterCures
Executive Director

Bryan Olin, PhD | LivaNova, Inc.
VP, Clinical, Quality & Regulatory

Peter Saltonstall | NORD
President & CEO

Kris Kandarpa, MD, PhD | NIBIB, NIH
Director, Research Sciences and Strategic Directions

Doug Fridsma, MD, Ph D| AMIA
President and Chief Executive Officer

Peter Arduini | Integra Life Sciences
President, CEO and Director
Executive Committee

Jijo James, MD, MPH | Johnson & Johnson
Chief Medical Officer, Medical Devices
MDIC Executive Committee

Chip Hance | Regatta Medical
CEO

Richard E. Kuntz, MD, MSc | Medtronic, Inc.
Sr. VP and Chief Scientific, Clinical & Regulatory Officer

Dana McMahon | Stryker Corp.
Chief Legal Counsel

Tamara Syrek Jensen, JD | CMS
Director, Coverage and Analysis Group

Steve Ferguson | Cook Group Inc.
Chairman of the Board

14



MDIC Membership Within the Ecosystem

Patient
Government Advocacy
Groups
Non- Diagnostics
Profit
Manufacturers

o

MDIC members provide guidance and leadership
through collaboration to develop solutions for regulatory,

scientific, and health economic challenges within the
MDlCmg medical device and diagnostic industry.
m%.%%ﬁ%.aﬁ“%mf
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CURRENT MEMBERSHIP ORGANIZATIONS
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CURRENT MEMBERSHIP ORGANIZATIONS
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CURRENT MEMBERSHIP ORGANIZATIONS
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Not pictured: Santersus, 10x Genomics, Now Diagnostics
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Questions?
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