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What we do...

*CDRH is responsible for regulating firms who
manufacture, repackage, re-label, and/or import



http://www.fda.gov/cdrh/reglistpage.html

RCA's- Includes
Organizational
. A and COI

Specific Scientifici J
Issue vV v

No Relevant Experts 4 Experts 1 Expert

Screen Individuals
for Topic-Specific
COl and Use CDA (if vvy v
needed)




¥= Network of Experts Question Categories- Stratified by Risk to CDRH

A. General questions about a field of A. Limited risk to CDRH.
engineering, science, medicine or public Self cert COI with basic

health guestions, general CDA at
organizational level only

B. Moderate risk to CDRH.

Self cert COI with topic-
specific questions,
general CDA at
organizational level only

B. Questions about a product line or specific
medical indication

C. Questions about a specific product or C. High risk to CDRH.
prod_uctg., could include pending Full COl with CDRH
applications

vetting, sponsor signed
release to disclose info,
individual and
organizational CDA



THE MDIC Solution

Medical Device Discovery and Development Path

- Proof of Concept or Easly-stage Product Production and
Basic Research . Technology .
Invention Development Marketing
Development

NSF, NIH Corporate Angel Investors, Corporations, Corporate Venture Funds,
Research, SBIR Phase | Technology Labs, SBIR Phase Il Equity, Commercial Debt

Standards, data and processes that Data, processes and know-how

{ Precompetitive Space ] { Competitive Space }
are commaon across an industry specific to a product

Regulatory science develops
tools, methods, and standards
to aid in this step

>

Reduce time and cost of device
development and review

Non-Profit
Industry = Patients

* Providers
= Academia

Key
M. Mc_Murry—Heath ar?d M. A-_ Hambgrg, — % Source frequently funds this technclogical stage
Cr_eatmg a space for innovative device developm ceveeeene  SOUCCe occasionally funds this technological stage 5
Sci. Transl. Med. 4,163fs43 (2012).




THE MDIC Solution:
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MDIC Foundational Members
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1. Computational Modeling and Simulation, Randy Schiestl

2. Clinical Trial Reform, Rick Kuntz, MD

3. Patient Centeredness and Risk Management, Ross Jaffe, MD

Align e Achieve ¢ Accelerate



THE MDIC Origins and History
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