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Committee Representation

Association for the Advancement of Medical  Instrumentation

Committee on Quality Management and Corresponding General  Aspects
for Medical  Devices

The adoption  of ISO 1 3488:1 996 as an  American National  Standard was initiated by the AAMI  Committee on
Quality Management and Corresponding General  Aspects for Medical  Devices,  which  also serves as a U.S.
Technical  Advisory Group (TAG)  to the relevant work in  the International  Organization  for Standardization  (ISO).
U.S.  representatives from the AAMI  Application  of Quality Systems to Medical  Devices Working  Group (U.S.  Sub-
TAG for ISO/TC 21 0/WG 1 )  played an  active role in  developing the ISO standard,  and AAMI  working  group cochair
Mr.  Edward Kimmelman also serves as convener of ISO/TC 21 0/WG 1 .

The AAMI Committee on Quality Management and Corresponding General  Aspects for Medical  Devices  has
the fol lowing members:

Cochair: Robert C.  Fl ink
Members: Richard Farb,  Baxter Healthcare Corporation

Robert C.  Fl ink,  Medtronic,  Inc.
Robert E.  James,  James & Associates
Edward R.  Kimmelman,  BME,  JD,  Boehringer Manneheim Corporation
Frank Pokrop,  Abbott Labs
Harvey Rudolph,  PhD,  Center for Devices and Radiological  Health,

Food and Drug Administration
Kimberly A.  Trautman,  Food and Drug  Administration

Alternate: Charles Sidebottom,  Medtronic,  Inc.

The committee’s  Application of Quality Systems to Medical  Devices Working Group  has the fol lowing
members:

Cochairs: Edward R.  Kimmelman,  BME,  JD
Kimberly A.  Trautman

Members: Eric Ankerud,  JD,  Bausch & Lomb,  Inc.
Alan  S.  Berson,  PhD,  NIH,  National  Heart,  Lung,  and Blood Institute
Charles E.  Bri l l ,  AMP Incorporated
Robert G.  Britain,  National  Electrical  Manufacturers Association
John W.  Brookes,  SGS International  Certification  Services,  Inc.
Cynthia Burns,  Becton Dickinson
Ernest A.  Carabi l lo Jr. ,  EXPERTech Associates
Robert Casson,  Pfizer Hospital  Products Group
Roger Dabbah PhD,  US Pharmacopeial  Convention,  Inc.
Christine M.  Flahive,  Chris Flahive Associates
Lisa Foster,  Sterigenics International
Jerome Freundl ich,  CCE,  American Home Products Corporation
Richard C.  Fries,  OHMEDA,  Inc.
David C.  Furr,  Parenteral  Drug Association,  Inc.
Nancy George,  MS,  BS,  CSQE,  CQA,  Software Quality Management,  Inc.
Mark Gordon,  IVAC Corporation
Gregory J.  Graves,  MSEE,  Spacelabs Medical,  Inc.
James M.  Hartigan,  Meadox Medicals,  Inc.
Juanita M.  Hawkins,  Janssen/Johnson & Johnson Corporation
Don Hoang,  Abbott Labs
Paul  A.  Honan,  Getinge International,  Inc.
W.  Fred Hooten,  Hogan & Hartson
Hyman Katz,  PhD,  Pal l  Corporation
Edward R.  Kimmelman,  BME,  JD,  Boehringer Manneheim Corporation
Byron Lambert,  Guidant Corporation
Gary LeBlanc,  Hi l l  Rom Company
Dawn Lopez,  W.L.  Gore & Associates,  Inc.
John McVey,  Baxter Healthcare Corporation
Trenholm N.  Meyer,  T.N.  Meyer & Associates
Allen  Miyoshi,  St Jude Medical,  Inc.
Jane A.  Moffitt,  Esq,  Steris Corporation
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Linda S.  Morin,  Victoreen,  Inc.
Carrol l  Morrison,  Sulzermedica
Roger B.  Murphy,  Linvatech Imaging Systems
Wil l iam O’Connell ,  Kemper-Masterson,  Inc.
Barry F.  Page,  Consultant,  Garner,  NC
George Peters,  Datascope Corporation
Wil l ie H.  Robinson,  CR Bard
Barry E.  Sands,  Olympus America,  Inc.
Les Schnoll ,  KPMG Quality Registrar
Stanley J.  Suedkamp,  3M
Robert P.  Tomasell i ,  Convatec,  Bristol-Meyers Squibb
Kimberly A.  Trautman,  Food and Drug  Administration

Alternates: Fran Akelewicz,  CR Bard
Robert Al l ison,  H i l l  Rom Company
Bradley S.  Amundson,  SGS International  Certification  Services,  Inc.
Jeffrey A.  Beck,  Johnson & Johnson Corporation
Leonard S.  Berman,  PhD,  Pall  Corporation
Frank Bernardo,  Datascope Corporation
Fabrizio Bonanni,  Baxter Healthcare Corporation
Patrick Cl inch,  Getinge International,  Inc.
Amiram Daniel,  PhD,  EXPERTech Associates
Eugene Davis,  Sterigenics International
Don  El l is,  American Home Products Corporation
Lloyd Gaedke,  Becton Dickinson
John R.  Gerl ich,  Pfizer Hospital  Products Group
David M.  Link,  EXPERTech Associates
Debara Reek,  Boehringer Manneheim Corporation
Dave Smith,  Victoreen,  Inc.
Mark N.  Smith,  Getinge/Castle,  Inc.
Terres Wi l l iams,  St Jude Medical ,  Inc.
Douglas Woodruff,  Sherwood Medical  Company

NOTE—Participation  by federal  agency representatives in  the development of this standard does not constitute
endorsement by the federal  government or any of i ts agencies.
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