
Greetings & Opening Remarks

Alberto Gutierrez, Ph.D.



Thank you

Organizers

Sheri Hall

Jean Cooper

Sayah Nedjar

Lisa Brown

AMDM

Hogan Lovells

Presenters



IVD Roundtable

Long History

Improve Communication

Initial meetings resulted in 
tangible Work Products



CDRH Initiatives and Changes

Continuing Program review – 510(k)

Internal Review

Proposals published on August 3, 2010

IOM Review

Expected in 2011

Organizational Changes

New Center Deputies



Hype vs Reality

“FDA proposes stricter rules on 
approving medical devices” Chicago 
Tribune 

“Bad Times Ahead For 
Pharmaceutical Innovation” Forbes

“New appointment of FDA official 
unsettles medical device industry”
MedCity
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