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ORG COMMITTEE SUB-
COMMITTEE

WORKING
GROUP

SUB-WORKING
GROUP MEMBER

  
ISO/IEC JTC Medical 
Device Software (TC 
210/IEC 62A) 

      

ALTERNATE:  
BRIAN  J  
FITZGERALD,  
(CDRH, OSEL) 

PRIMARY:  JOHN  
F  MURRAY JR,  
(CDRH, OC) 

  JTC1/SC7 TAG, 
Software Engineering       

PRIMARY:  JOHN  
F  MURRAY JR,  
(CDRH, OC) 

ALTERNATE:  
JOANNA  H  
WEITERSHAUSEN,  
(CDRH, ODE) 

AAMI 

Aids for Ostomy and 
Incontinence (U.S. 
TAG for ISO TC 173, 
SC 3) 

      

PRIMARY:  
VENKAT RAO    
NIMMAGADDA,  
(CDRH, ODE) 

AAMI Apnea Monitoring 
Committee       

PRIMARY:  
JEFFREY  L  
SILBERBERG,  
(CDRH, OST) 

AAMI 
Autologous 
Transfusion 
Committee 

      

PRIMARY:  
CATHERINE  P  
WENTZ,  (CDRH, 
ODE) 

AAMI Biological Evaluation 
Committee   Selection of Tests WG   

AAMI Biological Evaluation 
Committee   

WG 01 Systematic 
Approach to Biological 
Evaluation and 
Terminology (U.S. sub-
TAG for ISO TC 194, 
WG 1) 

  

PRIMARY:  RAJU  
G  KAMMULA,  
(CDRH, ODE) 

ALTERNATE:  
MELVIN  E  
STRATMEYER,  
(CDRH, OST) 

AAMI Biological Evaluation 
Committee   

WG 02 Degradation 
Aspects Related to 
Biological Testing (U.S. 
sub-TAG for ISO TC 
194, WG 2) 

  

PRIMARY:  
AUBREY  D  
GANTT JR,  
(CDRH, ODE) 

ALTERNATE:  
SCOTT  G  
MCNAMEE,  
(CDRH, OST) 

AAMI Biological Evaluation 
Committee   

WG 03 Animal 
Protection Aspects (U.
S. sub-TAG for ISO TC 
194, WG 3) 

  

PRIMARY:  
MELVIN  E  
STRATMEYER,  
(CDRH, OST) 
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AAMI Biological Evaluation 
Committee   

WG 04 Clinical 
Investigations (U.S. 
sub-TAG for ISO TC 
194, WG 4) 

  

PRIMARY:  
KIMBER  C  
RICHTER,  (CDRH, 
OC) 

ALTERNATE:  
CELIA  M  
WITTEN,  (CDRH, 
ODE) 

AAMI Biological Evaluation 
Committee   

WG 05 Cytotoxicity (U.
S. sub-TAG for ISO TC 
194, WG 5) 

  

ALTERNATE:  
NIRMAL  K  
MISHRA,  (CDRH, 
ODE) 

AAMI Biological Evaluation 
Committee   

WG 06 Mutagenicity, 
Carcinogenicity, 
Reproductive Toxocity 
(U.S. sub-TAG for ISO 
TC 194, WG 6) 

  

PRIMARY:  
NIRMAL  K  
MISHRA,  (CDRH, 
ODE) 

AAMI Biological Evaluation 
Committee   

WG 10 Implantation (U.
S. sub-TAG for ISO TC 
194, WG 10) 

  

PRIMARY:  RAJU  
G  KAMMULA,  
(CDRH, ODE) 

ALTERNATE:  
NIRMAL  K  
MISHRA,  (CDRH, 
ODE) 

AAMI Biological Evaluation 
Committee   

WG 11 Allowable Limits 
for Leachable 
Substances (U.S. sub-
TAG for ISO TC 194, 
WG 11) 

  

PRIMARY:  
RONALD  P  
BROWN,  (CDRH, 
OST) 

ALTERNATE:  
MELVIN  E  
STRATMEYER,  
(CDRH, OST) 

AAMI Biological Evaluation 
Committee   

WG 12 Sample 
Preparation & 
Reference Materials (U.
S. sub-TAG for ISO TC 
194, WG 12) 

  

ALTERNATE:  
RAJU  G  
KAMMULA,  
(CDRH, ODE) 

PRIMARY:  
DONALD  E  
MARLOWE,  (OC, 
OSHC) 

AAMI Biological Evaluation 
Committee   

WG 13 Toxicokinetics 
Study Design (U.S. sub-
TAG for ISO TC 194, 
WG 13) 

  

ALTERNATE:  
RONALD  P  
BROWN,  (CDRH, 
OST) 

PRIMARY:  HOAN 
MY  D  LUU,  
(CDRH, OST) 

AAMI Biological Evaluation 
Committee   

WG 14 Material 
Characterization (U.S. 
sub-TAG for ISO TC 
194, WG 14) 

  

PRIMARY:  
JOSEPH  C  
HUTTER,  (CDRH, 
OST) 

ALTERNATE:  
LEROY  W  
SCHROEDER,  
(CDRH, OST) 
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AAMI Biological Evaluation 
Committee   

WG 15 Strategic 
Approach to Biological 
Assessment (U.S. sub-
TAG for ISO TC 194, 
WG 15) 

  

ALTERNATE:  
RONALD  P  
BROWN,  (CDRH, 
OST) 

PRIMARY:  
MELVIN  E  
STRATMEYER,  
(CDRH, OST) 

AAMI Biological Evaluation 
Committee   

WG 07 Systemic 
Toxicity (U.S. sub-TAG 
for ISO TC 194, WG 7) 

  

PRIMARY:  
MELVIN  E  
STRATMEYER,  
(CDRH, OST) 

AAMI Biological Evaluation 
Committee   

WG 08 Irritation and 
Sensitization (U.S. sub-
TAG for ISO TC 194, 
WG 8) 

  

ALTERNATE:  
DANIEL W  C  
BROWN,  (CDRH, 
ODE) 

AAMI Biological Evaluation 
Committee   

WG 09 Effects on Blood 
(U.S. sub-TAG for ISO 
TC 194, WG 9) 

  

PRIMARY:  RAJU  
G  KAMMULA,  
(CDRH, ODE) 

ALTERNATE:  
WILLIAM  G  
LETZING,  (CDRH, 
ODE) 

AAMI 
Biological Evaluation 
Committee (U.S. TAG 
for ISO TC 194) 

      

ALTERNATE:  
RAJU  G  
KAMMULA,  
(CDRH, ODE) 

ALTERNATE:  
DONALD  E  
MARLOWE,  (OC, 
OSHC) 

PRIMARY:  
MELVIN  E  
STRATMEYER,  
(CDRH, OST) 

AAMI Blood Filter 
Committee       

PRIMARY:  
BETTY  J  
POINDEXTER,  
(CBER, OBRR) 

ALTERNATE:  
JAROSLAV  G  
VOSTAL,  (CBER, 
OBRR) 

AAMI 

Blood Pressure 
Monitoring 
Committee (U.S. sub-
TAG for IEC 62D, WG 
1) 

      

PRIMARY:  
SANDY  F  
STEWART,  
(CDRH, OST) 

AAMI 

Blood/Gas Exchange 
Device Committee (U.
S. sub-TAG for ISO 
TC 150, SC 2, WG 4) 

      

PRIMARY:  
ARTHUR  A  
CIARKOWSKI,  
(CDRH, ODE) 

ALTERNATE:  
RONALD  A  
ROBINSON,  
(CDRH, OST) 
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AAMI Board of Directors       

PRIMARY:  
KIMBER  C  
RICHTER,  (CDRH, 
OC) 

AAMI 

Cardiac Valve 
Prostheses 
Committee (U.S. sub-
TAG for ISO TC 150, 
SC 2, WG 1) 

      

ALTERNATE:  
DIANE  M  NELL,  
(CDRH, ODE) 

PRIMARY:  
SANDY  F  
STEWART,  
(CDRH, OST) 

AAMI 

Cochlear Implants 
Committee (U.S. sub-
TAG for ISO TC 150, 
SC 6, WG 3) 

      

PRIMARY:  
TERESA  M  
CYGNAROWICZ,  
(CDRH, ODE) 

AAMI Committee on 
Standards Strategy       

PRIMARY:  
CAROL  L  
HERMAN,  (CDRH, 
OST) 

AAMI 

Defibrillator 
Committee (U.S. sub-
TAG for IEC 62D, WG 
13) 

      

ALTERNATE:  
CAROLE  C  
CAREY,  (CDRH, 
ODE) 

AAMI ECG Committee   
WG 01 Ambulatory 
Electrocardiograph (U.
S. sub- 

  

AAMI ECG Committee   

WG 01 Ambulatory 
Electrocardiograph (U.
S. sub-TAG for IEC 62D 
WG 1) 

  

AAMI ECG Committee   WG 02 Arrhythmia 
Monitoring   

PRIMARY:  
CAROLE  C  
CAREY,  (CDRH, 
ODE) 

AAMI ECG Committee   
WG 03 Cables & Leads 
(U.S. sub-TAG for IEC 
62D, WG 1) 

  

PRIMARY:  
ROBERT  J  
CANGELOSI,  
(CDRH, OHIP) 

AAMI ECG Committee   WG 04 Cardiac Monitor 
and Diagnostic ECG   

PRIMARY:  
CHARLES  S  HO,  
(CDRH, ODE) 

ALTERNATE:  
KENNETH    
TAKAKI,      

AAMI ECG Committee   
WG 06 ECG Electrode 
(U.S. sub-TAG for IEC 
62D, WG 1) 

  

AAMI ECG Committee   WG 07 Signal 
Averaging WG   

PRIMARY:  
CAROLE  C  
CAREY,  (CDRH, 
ODE) 

ALTERNATE:  
KEVIN  B  MILNE,  
(CDRH, OST) 
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AAMI ECG Committee   
WG 08 Standard 
Communications 
Protocol WG (SCP-ECG) 

  
PRIMARY:  
CHARLES  S  HO,  
(CDRH, ODE) 

AAMI 
ECG Committee (U.S. 
sub-TAG for IEC 62D, 
WG 1) 

      

ALTERNATE:  
ROBERT  J  
CANGELOSI,  
(CDRH, OHIP) 

AAMI 

Electromagnetic 
Compatibility 
Committee (U.S. sub-
TAG for IEC SC 62A, 
WG 13) 

      

PRIMARY:  
JEFFREY  L  
SILBERBERG,  
(CDRH, OST) 

ALTERNATE:  
DONALD  M  
WITTERS JR,  
(CDRH, OST) 

AAMI Electromedical 
Equipment   

WG 01 Anesthesia 
Equipment (U.S. sub-
TAG for IEC 62D) 

  

PRIMARY:  
PETER  B  
CARSTENSEN,  
(CDRH, OHIP) 

AAMI Electromedical 
Equipment   

WG 04 Electro-optical 
Equipment (U.S. sub-
TAG for IEC TC 76) 

  
PRIMARY:  NEIL 
R P    OGDEN,  
(CDRH, ODE) 

AAMI Electromedical 
Equipment   

WG 05 Hospital Beds 
(U.S. sub-TAG for IEC 
62D, WG 10) 

  

PRIMARY:  JOAN  
  FERLO TODD,  
(CDRH, OSB) 

ALTERNATE:  
IRENE  M  
NAVEAU,  (CDRH, 
ODE) 

AAMI Electromedical 
Equipment   

WG 07 Transcutaneous 
Partial Pressure 
Monitoring Equipment 
(U.S. sub-TAG for IEC 
62D, WG 1) 

  

PRIMARY:  
PETER  B  
CARSTENSEN,  
(CDRH, OHIP) 

AAMI Electromedical 
Equipment   

WG 08 Ultrasound (U.
S. sub-TAG for IEC 
62D, WG 2) 

  

PRIMARY:  
GERALD  R  
HARRIS,  (CDRH, 
OST) 

AAMI Electromedical 
Equipment   

WG 09 Lung Ventilators 
(U.S. sub-TAG for IEC 
62D, WG 9) 

  

PRIMARY:  
PETER  B  
CARSTENSEN,  
(CDRH, OHIP) 

AAMI Electromedical 
Equipment   

WG 02 EEG/
Electroconvulsive 
Equipment (U.S. sub-
TAG for IEC 62D, WG 
2) 

  

AAMI Electromedical 
Equipment   

WG 12 Luminaries (U.
S. sub-TAG for IEC 
62D, WG 12) 

  

PRIMARY:  
WILLIAM  M  
BURDICK,  (CDRH, 
ODE) 
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AAMI 

High Frequency 
Therapeutic Device 
Committee (U.S. sub-
TAG for IEC 62D, WG 
14) 

      

PRIMARY:  
KATHRYN  S  
DAWS KOPP,  
(CDRH, ODE) 

ALTERNATE:  
CHARLES  R  
SAWYER,  (CDRH, 
OHIP) 

AAMI 
Human Factors 
Engineering 
Committee 

      

PRIMARY:  
PETER  B  
CARSTENSEN,  
(CDRH, OHIP) 

ALTERNATE:  
RONALD  D  
KAYE,  (CDRH, 
OHIP) 

AAMI 

Infant Incubator 
Committee (U.S. sub-
TAG for IEC 62D, WG 
9) 

      

ALTERNATE:  
WILLIAM  M  
BURDICK,  (CDRH, 
ODE) 

PRIMARY:  
NANCY  A  
PRESSLY,  (CDRH, 
OSB) 

AAMI Infusion Device 
Committee   

WG 1 Enteral 
Administration Sets 
Connector 

  
PRIMARY:  
EILEEN  K  WOO,  
(CDRH, OSB) 

AAMI 

Infusion Device 
Committee (U.S. sub-
TAG for IEC 62D, WG 
8 & ISO TC 150, SC 
6, WG 4) 

      

PRIMARY:  
WILLIAM  M  
BURDICK,  (CDRH, 
ODE) 

AAMI International 
Standards Committee       

PRIMARY:  
DONALD  E  
MARLOWE,  (OC, 
OSHC) 

AAMI 
Mechanical 
Circulatory Support 
Systems Committee 

      

PRIMARY:  
MICHAEL  R  
BERMAN,  (CDRH, 
ODE) 

ALTERNATE:  
JEAN  E  RINALDI,  
(CDRH, OST) 

AAMI Medical Device 
Software Committee       

PRIMARY:  JOHN  
F  MURRAY JR,  
(CDRH, OC) 

ALTERNATE:  
DONNA BEA    
TILLMAN,  (CDRH, 
ODE) 
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AAMI Medical Device 
Software Committee Executive Board     

PRIMARY:  JOHN  
F  MURRAY JR,  
(CDRH, OC) 

ALTERNATE:  
DONNA BEA    
TILLMAN,  (CDRH, 
ODE) 

AAMI Medical Devices for 
Injection   WG 01 Needle-free 

injections   

ALTERNATE:  
SHEWITT    
BEZABEH,  (CDRH, 
ODE) 

PRIMARY:  VON  
  NAKAYAMA,  
(CDRH, ODE) 

AAMI 

Medical Devices for 
Injection Committee 
(U.S. TAG for ISO TC 
84) 

      

AAMI 
Medical Equipment 
Management 
Committee 

      

PRIMARY:  
WILLIAM  M  
BURDICK,  (CDRH, 
ODE) 

AAMI 

Multi-parameter 
Patient Monitoring 
Equipment 
Committee (U.S. sub-
TAG for IEC SC 62D, 
WG 9) 

      

PRIMARY:  
CAROLE  C  
CAREY,  (CDRH, 
ODE) 

ALTERNATE:  
KEVIN  B  MILNE,  
(CDRH, OST) 

AAMI Neurosurgery 
Committee   WG 1 ICP Device   

AAMI Neurosurgery 
Committee   

WG 2 Implantable 
Neurostimulator (U.S. 
sub-TAG for ISO 150, 
SC 6, WG 5) 

  

PRIMARY:  
STEPHEN  M  
HINCKLEY,  
(CDRH, ODE) 

ALTERNATE:  
VICTOR    
KRAUTHAMMER,  
(CDRH, OST) 

AAMI Neurosurgery 
Committee   

WG 3 Transcutaneous 
Electrical Stimulator (U.
S. sub-TAG for IEC 
62D, WG 2) 

  

PRIMARY:  
ROBERT  J  DE 
LUCA,  (CDRH, 
ODE) 

ALTERNATE:  
MARIE  A  
SCHROEDER,  
(CDRH, ODE) 

AAMI 

Neurosurgery 
Committee (U.S. sub-
TAG for IEC 62D, WG 
2) 

      

PRIMARY:  
ROBERT  J  DE 
LUCA,  (CDRH, 
ODE) 
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AAMI 

Pacemaker 
Committee (U.S. sub-
TAG for ISO/IEC JWG 
1, ISO TC 150, SC 6, 
WG 2 & IEC 62D, WG 
6) 

      

ALTERNATE:  
CAROLE  C  
CAREY,  (CDRH, 
ODE) 

PRIMARY:  
MITCHELL  J  
SHEIN,  (CDRH, 
ODE) 

AAMI Protective Barriers 
Committee       

PRIMARY:  
MARTHA  T  
OLONE,  (CDRH, 
ODE) 

AAMI 

Quality Management 
and Corresponding 
General Aspects of 
Medical Devices 

      

ALTERNATE:  
MELVYN  R  
ALTMAN,  (CDRH, 
OST) 

PRIMARY:  
KIMBERLY  A  
TRAUTMAN,  
(CDRH, OC) 

AAMI 

Quality Management 
and Corresponding 
General Aspects of 
Medical Devices 

  

WG 1 Application of 
Quality Systems to 
Medical Devices (U.S. 
sub-TAG for ISO TC 
210, WG 1) 

  

PRIMARY:  
KIMBERLY  A  
TRAUTMAN,  
(CDRH, OC) 

ALTERNATE:  
JAN    WELCH,  
(CDRH, OC) 

AAMI 

Quality Management 
and Corresponding 
General Aspects of 
Medical Devices 

  

WG 2 General Aspects 
Stemming from the 
Application of Quality 
Principles to Medical 
Devices (U.S. sub-TAG 
for ISO TC 210, WG 2) 

  

PRIMARY:  
MELVYN  R  
ALTMAN,  (CDRH, 
OST) 

AAMI 

Quality Management 
and Corresponding 
General Aspects of 
Medical Devices 

  

WG 3 Symbols and 
Nomenclature for 
Medical Devices (U.S. 
sub-TAG for ISO TC 
210, WG 3 & IEC 62A, 
WG 5) 

  

PRIMARY:  
CAROL  L  
HERMAN,  (CDRH, 
OST) 

AAMI 

Quality Management 
and Corresponding 
General Aspects of 
Medical Devices 

  

WG 4 Application of 
Risk Management to 
Medical Devices (U.S. 
sub-TAG for ISO TC 
210, WG 4 & IEC 62A, 
WG 15) 

  

ALTERNATE:  
ARTHUR  A  
CIARKOWSKI,  
(CDRH, ODE) 

PRIMARY:  
WILLIAM  H  
MIDGETTE,  
(CDRH, OST) 

AAMI 
Renal Disease and 
Detoxification 
Committee 

  TG 1 Hemodialyzer 
Reuse   

AAMI 
Renal Disease and 
Detoxification 
Committee 

  TG 2 Concentrates for 
Hemodialysis WG   
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AAMI 
Renal Disease and 
Detoxification 
Committee 

  

TG 3 Hemodialysis 
Systems TG (U.S. sub-
TAG for IEC, SC 62D, 
WG 7 & ISO TC 150, 
SC 2, WG 5) 

  

PRIMARY:  
GEMA    
GONZALEZ,  
(CDRH, ODE) 

AAMI 
Renal Disease and 
Detoxification 
Committee 

  TG 4 Water for 
Hemodialysis TG   

AAMI 
Renal Disease and 
Detoxification 
Committee 

  TG 5 Dialysate Task 
Group   

PRIMARY:  
GEMA    
GONZALEZ,  
(CDRH, ODE) 

ALTERNATE:  
BARBARA  I  
MCCOOL,  (CDRH, 
ODE) 

AAMI 

Renal Disease and 
Detoxification 
Committee (U.S. sub-
TAG for IEC 62D 

      

PRIMARY:  
GEMA    
GONZALEZ,  
(CDRH, ODE) 

ALTERNATE:  
BARBARA  I  
MCCOOL,  (CDRH, 
ODE) 

AAMI 

Sphygmomanometers 
Committee (U.S. sub-
TAG for IEC 62D, WG 
7 & ISO TC 150, SC 
2, WG 5) 

      

PRIMARY:  
CHARLES  S  HO,  
(CDRH, ODE) 

ALTERNATE:  
DONALD  N  
JENSEN,  (CDRH, 
ODE) 

AAMI Standards Board       

PRIMARY:  
CAROL  L  
HERMAN,  (CDRH, 
OST) 

AAMI Sterilization 
Standards Committee   Returned Devices 

Decontamination WG   

AAMI Sterilization 
Standards Committee   Reusable Device 

Resterilization WG   

AAMI Sterilization 
Standards Committee   

WG 01 Industrial EO 
Sterilization (U.S. sub-
TAG ISO TC 198, WG 
1) 

TG 1 Industrial EO 
Parametric Release 
Task Group 

ALTERNATE:  
JOHN  M  
KUCHINSKI,  
(CDRH, ODE) 

AAMI Sterilization 
Standards Committee   WG 60 EO Sterilization 

Hospital Practices   

AAMI Sterilization 
Standards Committee   WG 63 Sterilization 

Residuals 

Glutaraldehyde & 
Formaldehyde TG 1 
(WG 63) 

PRIMARY:  
WILBUR  H  CYR,  
(CDRH, OST) 
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AAMI Sterilization 
Standards Committee   WG 01 Industrial EO 

Sterilization   

ALTERNATE:  
JOHN  M  
KUCHINSKI,  
(CDRH, ODE) 

PRIMARY:  
STEVEN  E  
TURTIL,  (CDRH, 
ODE) 

AAMI Sterilization 
Standards Committee   WG 02 Radiation 

Sterilization   

ALTERNATE:  
HARRY  F  
BUSHAR,  (CDRH, 
OSB) 

PRIMARY:  
PATRICK  B  
WEIXEL,  (CDRH, 
OC) 

AAMI Sterilization 
Standards Committee   WG 03 Industrial Moist 

Heat Sterilization   

ALTERNATE:  
SUSAN  C  
GOUGE,  (CDRH, 
ODE) 

PRIMARY:  
ELIZABETH  A  
RIEGEL,  (CDRH, 
OC) 

AAMI Sterilization 
Standards Committee   WG 04 Biological 

Indicators   

ALTERNATE:  
PATRICIA  A  
FOX,  (CDRH, 
ODE) 

PRIMARY:  
JANIE  G  FULLER,  
(CDRH, OSB) 

AAMI Sterilization 
Standards Committee   WG 05 Sterilization 

Terminology   

PRIMARY:  
VICTORIA  M  
HITCHINS,  
(CDRH, OST) 

ALTERNATE:  
SHARON KAY    
LAPPALAINEN,  
(CDRH, ODE) 

AAMI Sterilization 
Standards Committee   WG 06 Chemical 

Indicators   

PRIMARY:  
JENNIFER  L  
SCHMIDT,  (CDRH, 
ODE) 

AAMI Sterilization 
Standards Committee   WG 07 Packaging   

ALTERNATE:  
VICTORIA  M  
HITCHINS,  
(CDRH, OST) 

PRIMARY:  
CATHY  D  
NUTTER,  (CDRH, 
ODE) 
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AAMI Sterilization 
Standards Committee   WG 08 Microbiological 

Methods   

ALTERNATE:  
VICTORIA  M  
HITCHINS,  
(CDRH, OST) 

PRIMARY:  
CATHY  D  
NUTTER,  (CDRH, 
ODE) 

AAMI Sterilization 
Standards Committee   WG 09 Aseptic 

Processing   

PRIMARY:  
THOMAS  J  
ARISTA,  (ORA, 
ORO) 

ALTERNATE:  
ELAINE  S  
MAYHALL,  (CDRH, 
ODE) 

AAMI Sterilization 
Standards Committee   WG 10 Liquid Chemical 

Sterilization   

PRIMARY:  
CANDACE    
MCMANUS,  
(CDRH, OC) 

AAMI Sterilization 
Standards Committee   

WG 11 General Criteria 
for Sterilization 
Processes 

  

PRIMARY:  CHIU  
S  LIN,  (CDRH, 
ODE) 

ALTERNATE:  
ALLISON  A  
RODRIGUEZ,  
(ORA, NE-FO) 

AAMI Sterilization 
Standards Committee   

WG 12 Instructions for 
Reusable Device 
Reprocessing 

  

PRIMARY:  CHIU  
S  LIN,  (CDRH, 
ODE) 

ALTERNATE:  
MARTHA  T  
OLONE,  (CDRH, 
ODE) 

AAMI Sterilization 
Standards Committee   WG 13 Washer-

Disinfectors   

ALTERNATE:  
VICTORIA  M  
HITCHINS,  
(CDRH, OST) 

PRIMARY:  CHIU  
S  LIN,  (CDRH, 
ODE) 

AAMI Sterilization 
Standards Committee   

WG 40 Steam 
Sterilization Hospital 
Practices 

  

PRIMARY:  
CANDACE    
MCMANUS,  
(CDRH, OC) 

ALTERNATE:  
ELIZABETH  A  
RIEGEL,  (CDRH, 
OC) 

AAMI Sterilization 
Standards Committee   

WG 41 Ambulatory 
Care and Office-Based 
Steam Sterilization 

  

PRIMARY:  
CATHY  D  
NUTTER,  (CDRH, 
ODE) 
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AAMI Sterilization 
Standards Committee   WG 42 Dry Heat 

Sterilization   

PRIMARY:  
ELAINE  S  
MAYHALL,  (CDRH, 
ODE) 

AAMI Sterilization 
Standards Committee   WG 43 Hospital Steam 

Sterilizer   

PRIMARY:  
JANIE  G  FULLER,  
(CDRH, OSB) 

ALTERNATE:  
ELIZABETH  A  
RIEGEL,  (CDRH, 
OC) 

AAMI Sterilization 
Standards Committee   WG 60 EO Sterilization 

Hospital Practices   

ALTERNATE:  
CHRISTOPHE  A  
DEMITRUS,  (ORA, 
NE-FO) 

PRIMARY:  
STEVEN  E  
TURTIL,  (CDRH, 
ODE) 

AAMI Sterilization 
Standards Committee   

WG 61 Chemical 
Sterilants Hospital 
Practices 

  

PRIMARY:  
CANDACE    
MCMANUS,  
(CDRH, OC) 

AAMI Sterilization 
Standards Committee   WG 62 Hospital EO 

Sterilizer   

PRIMARY:  
JANIE  G  FULLER,  
(CDRH, OSB) 

ALTERNATE:  
STEVEN  E  
TURTIL,  (CDRH, 
ODE) 

AAMI Sterilization 
Standards Committee   WG 63 Sterilization 

Residuals   

PRIMARY:  
WILBUR  H  CYR,  
(CDRH, OST) 

ALTERNATE:  
ANNE  D  LUCAS,  
(CDRH, OST) 

AAMI Sterilization 
Standards Committee   WG 82 

Decontamination   

ALTERNATE:  
VICTORIA  M  
HITCHINS,  
(CDRH, OST) 

PRIMARY:  
MARTHA  T  
OLONE,  (CDRH, 
ODE) 

AAMI Sterilization 
Standards Committee   

WG 83 Reusable 
Surgical Textiles 
Processing 

  

PRIMARY:  
FELICIDAD  A  
MARSHALL,  
(CDRH, ODE) 

AAMI Sterilization 
Standards Committee   

WG 83 Reusable 
Surgical Textiles 
Processing 

TG 1 Strike-
Through Task 
Group 

PRIMARY:  CHIU  
S  LIN,  (CDRH, 
ODE) 
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AAMI Sterilization 
Standards Committee   

WG 90 Microbiological 
Quality (SALs) of 
Processed Medical 
Devices 

  

ALTERNATE:  
VICTORIA  M  
HITCHINS,  
(CDRH, OST) 

PRIMARY:  
CATHY  D  
NUTTER,  (CDRH, 
ODE) 

AAMI Sterilization 
Standards Committee   WG 91 Resistometer   

PRIMARY:  
CHRISTOPHE  A  
DEMITRUS,  (ORA, 
NE-FO) 

ALTERNATE:  
ELAINE  S  
MAYHALL,  (CDRH, 
ODE) 

AAMI Sterilization 
Standards Committee   WG 92 Process 

Challenge Devices   

ALTERNATE:  
PATRICIA  A  
FOX,  (CDRH, 
ODE) 

PRIMARY:  CHIU  
S  LIN,  (CDRH, 
ODE) 

AAMI Sterilization 
Standards Committee   

WG 93 Cleaning of 
Reusable Medical 
Devices 

  

PRIMARY:  
VICTORIA  M  
HITCHINS,  
(CDRH, OST) 

ALTERNATE:  
STEVEN  E  
TURTIL,  (CDRH, 
ODE) 

AAMI Sterilization 
Standards Committee   

WG 94 Rigid 
Sterilization Container 
Systems 

  

PRIMARY:  
PATRICIA  A  
FOX,  (CDRH, 
ODE) 

ALTERNATE:  
JENNIFER  L  
SCHMIDT,  (CDRH, 
ODE) 

AAMI Sterilization 
Standards Committee   

WG 95 Water Quality 
for Reprocessing 
Medical Devices 

  

ALTERNATE:  
HENRY  S  CHAN,  
(CDRH, OHIP) 

PRIMARY:  
CANDACE    
MCMANUS,  
(CDRH, OC) 

AAMI Sterilization 
Standards Committee Executive Board U.S. TAG for ISO 

TC198   

PRIMARY:  
VICTORIA  M  
HITCHINS,  
(CDRH, OST) 

ALTERNATE:  
CHIU  S  LIN,  
(CDRH, ODE) 

http://drsm-3mx/csam2/committeelist_2.cfm (13 of 71)9/21/2004 5:07:26 AM



committeelist_2.cfm

AAMI 

Vascular Prostheses 
Committee (U.S. sub-
TAG for ISO 150, SC 
2, WG 3) 

      

PRIMARY:  
DOROTHY  B  
ABEL,  (CDRH, 
ODE) 

AAMI Waveform Testing 
Committee       

PRIMARY:  
SANDY    
WEININGER,  
(CDRH, OST) 

AAPM Professional Council Legislation and 
Regulation     

PRIMARY:  
THOMAS  B  
SHOPE JR,  
(CDRH, OST) 

AAPM Science Council Computer     

PRIMARY:  
ROBERT  A  
PHILLIPS,  (CDRH, 
ODE) 

AAPM Science Council Diagnostic X-Ray 
Imaging     

ALTERNATE:  
ROBERT  A  
PHILLIPS,  (CDRH, 
ODE) 

PRIMARY:  
THOMAS  B  
SHOPE JR,  
(CDRH, OST) 

AAPM Science Council Magnetic Resonance     

PRIMARY:  
ROBERT  A  
PHILLIPS,  (CDRH, 
ODE) 

AAPM Science Council Magnetic Resonance 
Task Group No. 8: 
Practical Aspects of 
Functional MRI 

  

PRIMARY:  
ROBERT  A  
PHILLIPS,  (CDRH, 
ODE) 

AAPM Science Council 

Magnetic Resonance, 
MR Safety and 
Regulations 
Subcommittee 

    

PRIMARY:  
ROBERT  A  
PHILLIPS,  (CDRH, 
ODE) 

AAPM Science Council Nuclear Medicine     
PRIMARY:  
PETER    PARAS,  
(CDRH, OHIP) 

AAPM Science Council Radiation Protection     

PRIMARY:  
THOMAS  B  
SHOPE JR,  
(CDRH, OST) 

AAPM Science Council 

Radiation Therapy, 
Calibration 
Laboratory 
Accreditation 
Subcommittee 

    

ALTERNATE:  
FRANK    CERRA,  
(CDRH, OST) 

PRIMARY:  
HENRY  T  
HEATON,  (CDRH, 
OST) 
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AAPM Science Council 

Radiation Therapy, 
Intravascular 
Brachytherapy 
Subcommittee 

    

PRIMARY:  
HENRY  T  
HEATON,  (CDRH, 
OST) 

AAPM Science Council RadiationTherapy     

PRIMARY:  
HENRY  T  
HEATON,  (CDRH, 
OST) 

ALTERNATE:  
ROBERT  A  
PHILLIPS,  (CDRH, 
ODE) 

ACNP 

Committee on 
Standardization of 
Nuclear Medical 
Instrumentation 

      
PRIMARY:  
PETER    PARAS,  
(CDRH, OHIP) 

AIUM Board of Directors       

PRIMARY:  
MELVIN  E  
STRATMEYER,  
(CDRH, OST) 

AIUM Safety Standards 
Joint Task Group       

PRIMARY:  
GERALD  R  
HARRIS,  (CDRH, 
OST) 

AIUM Technical Standards 
Committee       

AIUM Technical Standards 
Committee 

Digital Measurement 
Subcommittee     

AIUM Technical Standards 
Committee 

Doppler Standards 
Subcommittee     

AIUM Technical Standards 
Committee 

Nomenclature 
Subcommittee     

AIUM Technical Standards 
Committee 

Scanner Equivalence 
Subcommittee     

ANSI Accreditation 
Committee       

PRIMARY:  
DONALD  E  
MARLOWE,  (OC, 
OSHC) 

ALTERNATE:  
JOHN  F  MURRAY 
JR,  (CDRH, OC) 

ANSI 
Acoustical Standards 
Management Board 
(ASA) 

      

PRIMARY:  
MELVIN  E  
STRATMEYER,  
(CDRH, OST) 

ANSI B 11.21 Laser Safety 
for Machine Tools       

PRIMARY:  
JEROME  E  
DENNIS,  (CDRH, 
OC) 

ANSI 
Board Committee on 
Conformity 
Assessment (BCCA) 

      

ANSI Board of Directors       

http://drsm-3mx/csam2/committeelist_2.cfm (15 of 71)9/21/2004 5:07:27 AM



committeelist_2.cfm

ANSI C 016 ESD 
Performance       

ANSI 
C 063 
Electromagnetic 
Compatibility 

      

PRIMARY:  JON  
P  CASAMENTO,  
(CDRH, OST) 

ALTERNATE:  
JEFFREY  L  
SILBERBERG,  
(CDRH, OST) 

ANSI 
C 063 
Electromagnetic 
Compatibility 

  

C 63.19 Task Group on 
Method of 
Measurements for 
Compatibility Between 
Wireless 
Communication 
Devices and Hearing 
Aids (IEEE) 

  

PRIMARY:  
TERESA  M  
CYGNAROWICZ,  
(CDRH, ODE) 

ANSI 
C 063 
Electromagnetic 
Compatibility 

C 63.19 Task Group 
on Method of 
Measurement for 
Compatibility 
Between Wireless 
Communication 
Devices and Hearing 
Aids 

    

PRIMARY:  
TERESA  M  
CYGNAROWICZ,  
(CDRH, ODE) 

ANSI 
C 063 
Electromagnetic 
Compatibility 

SC 8 Medical Device 
EMC Test Methods     

PRIMARY:  
HOWARD  I  
BASSEN,  (CDRH, 
OST) 

ALTERNATE:  
JEFFREY  L  
SILBERBERG,  
(CDRH, OST) 

ANSI 
C 063 
Electromagnetic 
Compatibility 

SC 8 Medical Device 
EMC Test Methods 

WG on Ad Hoc EMC 
Measurement 
Techniques 

  

PRIMARY:  
DONALD  M  
WITTERS JR,  
(CDRH, OST) 

ANSI Executive Standards 
Council       

PRIMARY:  
MELVYN  R  
ALTMAN,  (CDRH, 
OST) 

ANSI Government Member 
Council       

PRIMARY:  
MELVYN  R  
ALTMAN,  (CDRH, 
OST) 

ANSI 

Healthcare 
Informatics 
Standards Planning 
Board 

      

ANSI 

International 
Conformity 
Assessment 
Committee (ICAC) 

      

PRIMARY:  
MELVYN  R  
ALTMAN,  (CDRH, 
OST) 
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ANSI 

IT 2.31 
Subcommittee on X-
ray Film Standards 
(formerly PH 2.31) 

      

PRIMARY:  
WALID  G  
MOURAD,  (CDRH, 
OHIP) 

ANSI 

MD 156 Committee 
on Dental Materials, 
Instruments, and 
Equipment 

SC 01 Restorative 
materials     

ANSI 

MD 156 Committee 
on Dental Materials, 
Instruments, and 
Equipment 

SC 8 Dental Implants     

PRIMARY:  
ANGELA  E  
BLACKWELL,  
(CDRH, ODE) 

ANSI 
Medical Device 
Standards Board 
(MDSB) 

      

PRIMARY:  
MELVYN  R  
ALTMAN,  (CDRH, 
OST) 

ANSI N 013 Radiation 
Protection       

ANSI 
N 014 Packaging and 
Transportation of 
Radioactive Materials 

      

ANSI N 042 Nuclear 
Instruments       

ANSI N 042 Nuclear 
Instruments       

ANSI 

N 043 Equipment for 
Non-Medical 
Radiation 
Applications 

      

PRIMARY:  
FRANK    CERRA,  
(CDRH, OST) 

ALTERNATE:  
HENRY  T  
HEATON,  (CDRH, 
OST) 

ANSI 

N 043 Equipment for 
Non-Medical 
Radiation 
Applications 

N 43.7 Design Safety 
Standards for 
Industrial 
Radiographic and 
Fluoroscopic 
Equipment (HPS) 

    

PRIMARY:  
CHARLES  R  
GUNZBURG,  
(CDRH, OHIP) 

ANSI 

N 044 Equipment and 
Materials for Medical 
Radiation 
Applications 

      

PRIMARY:  
SANKAR  P  
BASU,  (CDRH, 
ODE) 

ANSI 
Nuclear Technical 
Advisory Group 
(NTAG) 

      

ANSI S 003 Bioacoustics       
PRIMARY:  
JAMES  K  KANE,  
(CDRH, ODE) 

ANSI S 003 Bioacoustics   WG 37 Couplers   

ANSI S 003 Bioacoustics   WG 48 Hearing Aids   

PRIMARY:  
TERESA  M  
CYGNAROWICZ,  
(CDRH, ODE) 
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ANSI S 003 Bioacoustics   
WG 80 Probe 
Microphone Hearing Aid 
Measurements 

  

PRIMARY:  
TERESA  M  
CYGNAROWICZ,  
(CDRH, ODE) 

ANSI S 003 Bioacoustics   WG 81 Assistive 
Listening Devices   

PRIMARY:  
TERESA  M  
CYGNAROWICZ,  
(CDRH, ODE) 

ANSI U.S. National 
Committee to IEC       

PRIMARY:  
MELVYN  R  
ALTMAN,  (CDRH, 
OST) 

ANSI Z 080 Ophthalmic 
Standards       

ALTERNATE:  
ROBERT  J  
LANDRY,  (CDRH, 
OST) 

PRIMARY:  
DAVID  M  
WHIPPLE,  (CDRH, 
ODE) 

ANSI Z 080 Ophthalmic 
Standards 

Subcommittee for 
Contact Lens 
Products 

    

ALTERNATE:  
DON    
CALOGERO,  
(CDRH, ODE) 

TECH EXPERT:  
TZENG  M  CHEN,  
(CDRH, ODE) 

TECH EXPERT:  
BERNARD  P  
LEPRI,  (CDRH, 
ODE) 

TECH EXPERT:  
JAMES  F  
SAVIOLA,  (CDRH, 
ODE) 

TECH EXPERT:  
MYRA  K  SMITH,  
(CDRH, ODE) 

TECH EXPERT:  
KAREN  F  
WARBURTON,  
(CDRH, ODE) 

PRIMARY:  
DAVID  M  
WHIPPLE,  (CDRH, 
ODE) 

ANSI Z 080 Ophthalmic 
Standards 

Subcommittee for 
Information 
Interchange for 
Ophthalmic 
Instruments and 
Equipment 
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ANSI Z 080 Ophthalmic 
Standards 

Subcommittee for 
Medical Ophthalmic 
Products 

    

TECH EXPERT:  
EVERETTE  T  
BEERS,  (CDRH, 
ODE) 

TECH EXPERT:  
SHERYL  L  
BERMAN,  (CDRH, 
ODE) 

PRIMARY:  DON  
  CALOGERO,  
(CDRH, ODE) 

TECH EXPERT:  
BRUCE  A  DRUM,  
(CDRH, ODE) 

TECH EXPERT:  
MALVINA  B  
EYDELMAN,  
(CDRH, ODE) 

TECH EXPERT:  
ROBERT  W  
FAALAND,  (CDRH, 
OST) 

ALTERNATE:  
ROBERT  J  
LANDRY,  (CDRH, 
OST) 

TECH EXPERT:  
BERNARD  P  
LEPRI,  (CDRH, 
ODE) 

TECH EXPERT:  
SHARON  A  
MILLER,  (CDRH, 
OST) 

TECH EXPERT:  
A  R  
ROSENTHAL,  
(CDRH, ODE) 

TECH EXPERT:  
MING CHUEN    
SHIH,  (CDRH, 
ODE) 

TECH EXPERT:  
PHYLLIS  M  
SILVERMAN,  
(CDRH, OSB) 
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ANSI Z 080 Ophthalmic 
Standards 

Subcommittee for 
Ophthalmic 
Instruments 

    

ALTERNATE:  
EVERETTE  T  
BEERS,  (CDRH, 
ODE) 

PRIMARY:  
ROBERT  J  
LANDRY,  (CDRH, 
OST) 

TECH EXPERT:  
BERNARD  P  
LEPRI,  (CDRH, 
ODE) 

TECH EXPERT:  
SHARON  A  
MILLER,  (CDRH, 
OST) 

ANSI Z 080 Ophthalmic 
Standards 

Subcommittee for 
Optical Devices for 
Low Vision 

    

PRIMARY:  
BERNARD  P  
LEPRI,  (CDRH, 
ODE) 

ANSI Z 080 Ophthalmic 
Standards 

Subcommittee for 
Prescription Spectacle 
Lens 

  (information basis) 

ANSI Z 080 Ophthalmic 
Standards 

Subcommittee for 
Sunglasses     

ALTERNATE:  
ROBERT  H  
JAMES,  (CDRH, 
OST) 

PRIMARY:  
DAVID  M  
WHIPPLE,  (CDRH, 
ODE) 

ANSI Z 136 Safe Use of 
Lasers Committee       

PRIMARY:  
JEROME  E  
DENNIS,  (CDRH, 
OC) 

ALTERNATE:  
RICHARD  P  
FELTEN,  (CDRH, 
ODE) 

ANSI Z 136 Safe Use of 
Lasers Committee 

Z 136.1 Biological 
Effects of Lasers     

PRIMARY:  
JANUSZ  Z  BEER,  
(CDRH, OST) 

ALTERNATE:  
RICHARD  P  
FELTEN,  (CDRH, 
ODE) 

ANSI Z 136 Safe Use of 
Lasers Committee 

Z 136.3 Laser Safety 
in Medical Facilities 
Subcommittee 

    

PRIMARY:  
JEROME  E  
DENNIS,  (CDRH, 
OC) 

ALTERNATE:  
RICHARD  P  
FELTEN,  (CDRH, 
ODE) 

http://drsm-3mx/csam2/committeelist_2.cfm (20 of 71)9/21/2004 5:07:27 AM



committeelist_2.cfm

ANSI Z 136 Safe Use of 
Lasers Committee 

Z 136.4 Laser Control 
Measurements 
Subcommittee 

    

PRIMARY:  
JEROME  E  
DENNIS,  (CDRH, 
OC) 

ALTERNATE:  
ROBERT  W  
FAALAND,  (CDRH, 
OST) 

ANSI Z 136 Safe Use of 
Lasers Committee 

Z 136.6 Outdoor 
Lasers     

PRIMARY:  L 
DALE    SMITH,  
(CDRH, OC) 

ANSI 

Z 311 Photobiological 
Safety of Lamps and 
Lighting Systems 
Subcommittee 

      

ALTERNATE:  
EVERETTE  T  
BEERS,  (CDRH, 
ODE) 

PRIMARY:  
ROBERT  J  
LANDRY,  (CDRH, 
OST) 

ALTERNATE:  
SHARON  A  
MILLER,  (CDRH, 
OST) 

APA Electroconvulsive 
Therapy       

ASME 
Pressure Vessel for 
Human Occupancy 
(PVHO) Committee 

Subcommittee on 
Medical Hyperbaric 
Chambers 

    

PRIMARY:  
CHRISTY  L  
FOREMAN,  
(CDRH, ODE) 

ASTM Board of Directors       

PRIMARY:  
DONALD  E  
MARLOWE,  (OC, 
OSHC) 

ASTM D 11 Rubber D 11.40 Consumer 
Rubber Products     

PRIMARY:  CHIU  
S  LIN,  (CDRH, 
ODE) 

ASTM D 11 Rubber D 11.40 Consumer 
Rubber Products 

D 11.40.01 Condoms 
TG   

ALTERNATE:  
JOHN  J  
FARNHAM,  
(CDRH, OC) 

ALTERNATE:  
LESLEY  N  KERR,  
(ORA, NE-FO) 

ALTERNATE:  
MARTIN  K  
MCDERMOTT,  
(CDRH, OST) 

PRIMARY:  
COLIN  M  
POLLARD,  (CDRH, 
ODE) 
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ASTM D 11 Rubber D 11.40 Consumer 
Rubber Products 

D 11.40.02 Glove 
Durability TG   

ALTERNATE:  
SRILEKHA  S  
DAS,  (CDRH, 
OST) 

PRIMARY:  
DONNA  L  
WALSH,  (CDRH, 
OST) 

ASTM D 11 Rubber D 11.40 Consumer 
Rubber Products 

D 11.40.03 Expiration 
Dating   

ASTM D 11 Rubber D 11.40 Consumer 
Rubber Products 

D 11.40.06 Latex 
Chemical Sensitivity TG   

ASTM D 11 Rubber D 11.40 Consumer 
Rubber Products 

D 11.40.07 Skincare/
Latex Compatibility TG   

PRIMARY:  
DONNA  L  
WALSH,  (CDRH, 
OST) 

ASTM D 11 Rubber D 11.40 Consumer 
Rubber Products 

D 11.40.08 Medical 
Glove TG 

Latex Protein 
Working Group 

ALTERNATE:  
ANNE  D  LUCAS,  
(CDRH, OST) 

PRIMARY:  
MELVIN  E  
STRATMEYER,  
(CDRH, OST) 

ALTERNATE:  
VESNA  J  
TOMAZIC,  (CDRH, 
OST) 

ASTM D 11 Rubber D 11.40 Consumer 
Rubber Products 

D 11.40.09 
Chemotherapy Gloves 
TG 

  

ALTERNATE:  
TERRELL  A  
CUNNINGHAM,  
(CDRH, ODE) 

ASTM D 11 Rubber D 11.40 Consumer 
Rubber Products 

D 11.40.10 Medical 
Glove Selection Guide 
Task Group 

  

PRIMARY:  
TERRELL  A  
CUNNINGHAM,  
(CDRH, ODE) 

ALTERNATE:  
ARTHUR  K  
YELLIN,  (CDRH, 
OHIP) 

ASTM D 11 Rubber D 11.40 Consumer 
Rubber Products 

D 11.40.12 Medical 
Glove TG   

ALTERNATE:  
JANE  E  
DRISCOLL,  (ORA, 
NE-FO) 

PRIMARY:  CHIU  
S  LIN,  (CDRH, 
ODE) 

ALTERNATE:  
DONNA  L  
WALSH,  (CDRH, 
OST) 
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ASTM D 11 Rubber D 11.40 Consumer 
Rubber Products 

D 11.40.12 Medical 
Glove TG 

Maximum Powder 
Working Group 

ALTERNATE:  
MARIA  P  
CHAPUT,  (ORA, 
NE-FO) 

PRIMARY:  CHIU  
S  LIN,  (CDRH, 
ODE) 

ASTM 
E 10 Nuclear 
Technology and 
Applications 

E 10.01 Dosimetry 
for Radiation 
Processing 

    

PRIMARY:  
PETRO    
SHANDRUK,  
(CDRH, OHIP) 

ASTM 

E 10 Nuclear 
Technology and 
Applications, E 10.01 
Dosimetry for 
Radiation Processing 

E 10.04 Radiation 
Protection 
Methodology 

    

ASTM E 11 Quality and 
Statistics       

ASTM E 20 Temperature 
Measurement 

E 20.08 Medical 
Thermometry     

ASTM E 28 Mechanical 
Testing 

Committee on 
Technical Committee 
Operations (COTC) 

    

ASTM E 31 Healthcare 
Informatics       

ALTERNATE:  
ALBERTO    
GUTIEREZ,  
(CDRH, OIVD) 

PRIMARY:  
CLARA  A  SLIVA,  
(CBER, OCBQ) 

ASTM E 31 Healthcare 
Informatics 

E 31.13 Clinical 
Laboratory 
Information 
Management 

    

ALTERNATE:  
INDIRA  R  
KONDURI,  
(CDRH, OSB) 

PRIMARY:  
CLARA  A  SLIVA,  
(CBER, OCBQ) 

ASTM E 36 Conformity 
Assessment       

PRIMARY:  
MELVYN  R  
ALTMAN,  (CDRH, 
OST) 

ASTM E 48 Biotechnology       

PRIMARY:  
LARRY  E  
BOCKSTAHLER,  
(CDRH, OST) 

ASTM E 48 Biotechnology 

E 48.02 
Characterization and 
Identification of 
Biological Systems 

    

PRIMARY:  
LARRY  E  
BOCKSTAHLER,  
(CDRH, OST) 

ASTM E 48 Biotechnology 

E 48.02 
Characterization and 
Identification of 
Biological Systems 

E 48.02.03 Task Group 
on Viruses   

PRIMARY:  
LARRY  E  
BOCKSTAHLER,  
(CDRH, OST) 
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ASTM F 02 Flexible Barrier 
Materials 

F 02.60 Medical 
Packaging     

PRIMARY:  
CATHY  D  
NUTTER,  (CDRH, 
ODE) 

ALTERNATE:  
PATRICK  B  
WEIXEL,  (CDRH, 
OC) 

ASTM 
F 04 Medical & 
Surgical Materials & 
Devices 

      

PRIMARY:  
MARK  N  
MELKERSON,  
(CDRH, ODE) 

ASTM 
F 04 Medical & 
Surgical Materials & 
Devices 

      

PRIMARY:  
MARK  N  
MELKERSON,  
(CDRH, ODE) 

ASTM 
F 04 Medical & 
Surgical Materials & 
Devices 

F 04.90 Executive 
Subcommittee     

PRIMARY:  
MARK  N  
MELKERSON,  
(CDRH, ODE) 

ASTM 
F 04 Medical & 
Surgical Materials & 
Devices 

F 04.95 ISO/TC 168 
Prosthetics and 
Orthotics 

    

PRIMARY:  
DONALD  E  
MARLOWE,  (OC, 
OSHC) 

ASTM 
F 04 Medical & 
Surgical Materials & 
Devices 

F 04.96 ISO/TC 194     

PRIMARY:  
DONALD  E  
MARLOWE,  (OC, 
OSHC) 

ALTERNATE:  
MELVIN  E  
STRATMEYER,  
(CDRH, OST) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division I on 
Resources 

F 04.11 Polymeric 
Materials     

PRIMARY:  HANY  
W  DEMIAN,  
(CDRH, ODE) 

ALTERNATE:  
JOHN  S  GOODE,  
(CDRH, ODE) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division I on 
Resources 

F 04.11 Polymeric 
Materials 

F 04.11.04 Poly-L-
Lactic Acid (PLLA)   

PRIMARY:  HANY  
W  DEMIAN,  
(CDRH, ODE) 

ALTERNATE:  
JOHN  S  GOODE,  
(CDRH, ODE) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division I on 
Resources 

F 04.11 Polymeric 
Materials 

F 04.11.05 
Bioresorable Polymer 
Terminology 

  

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division I on 
Resources 

F 04.11 Polymeric 
Materials 

F 04.11.06 
Bioabsorable Polymer-
Degradation Test 
Methods 

  

PRIMARY:  HANY  
W  DEMIAN,  
(CDRH, ODE) 

ALTERNATE:  
JOHN  S  GOODE,  
(CDRH, ODE) 
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ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division I on 
Resources 

F 04.11 Polymeric 
Materials 

F 04.11.07 Rev F 451 
Acrylic Bone Cement   

PRIMARY:  HANY  
W  DEMIAN,  
(CDRH, ODE) 

ALTERNATE:  
JOHN  S  GOODE,  
(CDRH, ODE) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division I on 
Resources 

F 04.11 Polymeric 
Materials 

F 04.11.08 Revision of 
F648 UHMWPE   

PRIMARY:  HANY  
W  DEMIAN,  
(CDRH, ODE) 

ALTERNATE:  
JOHN  S  GOODE,  
(CDRH, ODE) 

ALTERNATE:  
GLENN  A  
STIEGMAN,  
(CDRH, ODE) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division I on 
Resources 

F 04.12 Metallurgical 
Materials     

PRIMARY:  
STANLEY  A  
BROWN,  (CDRH, 
OST) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division I on 
Resources 

F 04.13 Ceramic 
Materials     

PRIMARY:  
PETER  G  ALLEN,  
(CDRH, ODE) 

ALTERNATE:  
ERIN  I  KEITH,  
(CDRH, OC) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division I on 
Resources 

F 04.13 Ceramic 
Materials 

F 04.13.04 Rev F 603-
Polycrystalline Alumina   

PRIMARY:  
PETER  G  ALLEN,  
(CDRH, ODE) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division I on 
Resources 

F 04.13 Ceramic 
Materials 

F 04.13.05 CPC 
Crystalline 
Characterization 

  
PRIMARY:  
PETER  G  ALLEN,  
(CDRH, ODE) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division I on 
Resources 

F 04.13 Ceramic 
Materials 

F 04.13.08 CPC 
Mechanical 
Requirements 

  

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division I on 
Resources 

F 04.13 Ceramic 
Materials 

F 04.13.10 Zirconia/
Zirconium Oxide   

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division I on 
Resources 

F 04.14 Composite 
Materials     

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division I on 
Resources 

F 04.14 Composite 
Materials 

F 04.14.01 Composite 
Hip Stem Testing   
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ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division I on 
Resources 

F 04.15 Materials 
Test Methods     

ALTERNATE:  
JOVE  H  
GRAHAM,  (CDRH, 
OSEL) 

PRIMARY:  
TERRY  O  
WOODS,  (CDRH, 
OST) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division I on 
Resources 

F 04.15 Materials 
Test Methods 

F 04.15.03 Polymer 
Degradation Testing   

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division I on 
Resources 

F 04.15 Materials 
Test Methods 

F 04.15.07 PLA 
Degradation Testing   

PRIMARY:  HANY  
W  DEMIAN,  
(CDRH, ODE) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division I on 
Resources 

F 04.15 Materials 
Test Methods 

F 04.15.08 Abrasion of 
Coatings   

PRIMARY:  
PETER  G  ALLEN,  
(CDRH, ODE) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division I on 
Resources 

F 04.15 Materials 
Test Methods 

F 04.15.11 MRI 
Compatibility Testing   

PRIMARY:  
TERRY  O  
WOODS,  (CDRH, 
OST) 

ALTERNATE:  
LOREN  A  
ZAREMBA,  
(CDRH, ODE) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division I on 
Resources 

F 04.15 Materials 
Test Methods 

F 04.15.14 Corrosion 
Testing   

PRIMARY:  
STANLEY  A  
BROWN,  (CDRH, 
OST) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division I on 
Resources 

F 04.15 Materials 
Test Methods 

F 04.15.16 Tissue 
Adhesive Methods   

ALTERNATE:  
PATRICIA  A  
FOX,  (CDRH, 
ODE) 

PRIMARY:  
GEORGE  J  
MATTAMAL,  
(CDRH, ODE) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division I on 
Resources 

F 04.16 
Biocompatibility Test 
Methods 

    

ALTERNATE:  
RAJU  G  
KAMMULA,  
(CDRH, ODE) 

PRIMARY:  
MELVIN  E  
STRATMEYER,  
(CDRH, OST) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division I on 
Resources 

F 04.16 
Biocompatibility Test 
Methods 

F 04.16.01 Biological 
Response to Particulate 
Debris 

  

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division I on 
Resources 

F 04.16 
Biocompatibility Test 
Methods 

F 04.16.05 Recovery of 
Foreign Particulates 
from Tissue 
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ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division I on 
Resources 

F 04.16 
Biocompatibility Test 
Methods 

F 04.16.08 
Immunological Testing   

PRIMARY:  JOHN  
J  LANGONE,  
(CDRH, OST) 

ALTERNATE:  
DANIEL  B  LYLE,  
(CDRH, OST) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division I on 
Resources 

F 04.18 Device 
Retrieval Analysis     

PRIMARY:  
STANLEY  A  
BROWN,  (CDRH, 
OST) 

ALTERNATE:  
DONALD  E  
MARLOWE,  (OC, 
OSHC) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division II 
on Orthopaedic 
Devices 

      

PRIMARY:  
MARK  N  
MELKERSON,  
(CDRH, ODE) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division II 
on Orthopaedic 
Devices 

F 04.21 
Osteosynthesis     

PRIMARY:  JODI 
HOPE  N  
ANDERSON,  
(CDRH, ODE) 

ALTERNATE:  
GLENN  A  
STIEGMAN,  
(CDRH, ODE) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division II 
on Orthopaedic 
Devices 

F 04.21 
Osteosynthesis 

F 04.21.01 Bone 
Screws   

ALTERNATE:  
JODI HOPE  N  
ANDERSON,  
(CDRH, ODE) 

PRIMARY:  
LAURENCE  D  
COYNE,  (ORA, NE-
FO) 

ALTERNATE:  
DONALD  E  
MARLOWE,  (OC, 
OSHC) 

ALTERNATE:  
GLENN  A  
STIEGMAN,  
(CDRH, ODE) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division II 
on Orthopaedic 
Devices 

F 04.21 
Osteosynthesis 

F 04.21.02 Bone Screw 
Testing Methods   

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division II 
on Orthopaedic 
Devices 

F 04.21 
Osteosynthesis 

F 04.21.03 
Intramedullary Rods   

ALTERNATE:  
JODI HOPE  N  
ANDERSON,  
(CDRH, ODE) 

PRIMARY:  
GLENN  A  
STIEGMAN,  
(CDRH, ODE) 
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ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division II 
on Orthopaedic 
Devices 

F 04.21 
Osteosynthesis 

F 04.21.04 External 
Fixation Devices   

PRIMARY:  JODI 
HOPE  N  
ANDERSON,  
(CDRH, ODE) 

ALTERNATE:  
GLENN  A  
STIEGMAN,  
(CDRH, ODE) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division II 
on Orthopaedic 
Devices 

F 04.21 
Osteosynthesis 

F 04.21.05 Bone 
Staples   

ALTERNATE:  
JODI HOPE  N  
ANDERSON,  
(CDRH, ODE) 

PRIMARY:  
LAURENCE  D  
COYNE,  (ORA, NE-
FO) 

ALTERNATE:  
DONALD  E  
MARLOWE,  (OC, 
OSHC) 

ALTERNATE:  
GLENN  A  
STIEGMAN,  
(CDRH, ODE) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division II 
on Orthopaedic 
Devices 

F 04.21 
Osteosynthesis 

F 04.21.06 Fixation 
Wire and Cable   

ALTERNATE:  
JODI HOPE  N  
ANDERSON,  
(CDRH, ODE) 

PRIMARY:  
LAURENCE  D  
COYNE,  (ORA, NE-
FO) 

ALTERNATE:  
DONALD  E  
MARLOWE,  (OC, 
OSHC) 

ALTERNATE:  
GLENN  A  
STIEGMAN,  
(CDRH, ODE) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division II 
on Orthopaedic 
Devices 

F 04.21 
Osteosynthesis F 04.21.11 Bone Plates   

ALTERNATE:  
JODI HOPE  N  
ANDERSON,  
(CDRH, ODE) 

PRIMARY:  
LAURENCE  D  
COYNE,  (ORA, NE-
FO) 

ALTERNATE:  
DONALD  E  
MARLOWE,  (OC, 
OSHC) 

ALTERNATE:  
GLENN  A  
STIEGMAN,  
(CDRH, ODE) 
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ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division II 
on Orthopaedic 
Devices 

F 04.22 Arthroplasty     

PRIMARY:  JOHN  
S  GOODE,  
(CDRH, ODE) 

ALTERNATE:  
GLENN  A  
STIEGMAN,  
(CDRH, ODE) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division II 
on Orthopaedic 
Devices 

F 04.22 Arthroplasty 
F 04.22.01 Modular 
Tibial Stem Test 
Method 

  
PRIMARY:  JOHN  
S  GOODE,  
(CDRH, ODE) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division II 
on Orthopaedic 
Devices 

F 04.22 Arthroplasty F 04.22.09 Femoral 
Stem Test Method   

PRIMARY:  JOHN  
S  GOODE,  
(CDRH, ODE) 

ALTERNATE:  
GLENN  A  
STIEGMAN,  
(CDRH, ODE) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division II 
on Orthopaedic 
Devices 

F 04.22 Arthroplasty F 04.22.10 Hip Wear   

PRIMARY:  JOHN  
S  GOODE,  
(CDRH, ODE) 

ALTERNATE:  
GLENN  A  
STIEGMAN,  
(CDRH, ODE) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division II 
on Orthopaedic 
Devices 

F 04.22 Arthroplasty F 04.22.14 Total Knee 
Specification - F2083   

PRIMARY:  
PETER  G  ALLEN,  
(CDRH, ODE) 

ALTERNATE:  
JOHN  S  GOODE,  
(CDRH, ODE) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division II 
on Orthopaedic 
Devices 

F 04.25 Spinal 
Devices     

ALTERNATE:  
ARIC  D  KAISER,  
(CDRH, ODE) 

PRIMARY:  
MARK  N  
MELKERSON,  
(CDRH, ODE) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division II 
on Orthopaedic 
Devices 

F 04.25 Spinal 
Devices 

F 04.25.01 Spinal 
Terminology   

ALTERNATE:  
ARIC  D  KAISER,  
(CDRH, ODE) 

PRIMARY:  
MARK  N  
MELKERSON,  
(CDRH, ODE) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division II 
on Orthopaedic 
Devices 

F 04.25 Spinal 
Devices 

F 04.25.02 Component 
Testing   

ALTERNATE:  
ARIC  D  KAISER,  
(CDRH, ODE) 

PRIMARY:  
MARK  N  
MELKERSON,  
(CDRH, ODE) 
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ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division II 
on Orthopaedic 
Devices 

F 04.25 Spinal 
Devices 

F 04.25.03 Component 
- Component 
Interfaces 

  

ALTERNATE:  
ARIC  D  KAISER,  
(CDRH, ODE) 

PRIMARY:  
MARK  N  
MELKERSON,  
(CDRH, ODE) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division II 
on Orthopaedic 
Devices 

F 04.25 Spinal 
Devices F 04.25.04 Constructs   

ALTERNATE:  
ARIC  D  KAISER,  
(CDRH, ODE) 

PRIMARY:  
MARK  N  
MELKERSON,  
(CDRH, ODE) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division II 
on Orthopaedic 
Devices 

F 04.25 Spinal 
Devices F 04.25.04 Constructs 

F 04.25.04.01 
Static and Fatigue 
Test Methods for 
Spinal Implant 
Constructs in a 
Corpectomy Model 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division II 
on Orthopaedic 
Devices 

F 04.25 Spinal 
Devices F 04.25.04 Constructs 

F 04.25.04.02 
Standard Guide for 
Testing Spinal 
Implant Constructs 
(Stability) 

ALTERNATE:  
ARIC  D  KAISER,  
(CDRH, ODE) 

PRIMARY:  
MARK  N  
MELKERSON,  
(CDRH, ODE) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division III 
on Medical/Surgical 
Devices 

F 04.30 
Cardiovascular 
Standards 

    
PRIMARY:  JEAN  
E  RINALDI,  
(CDRH, OST) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division III 
on Medical/Surgical 
Devices 

F 04.30 
Cardiovascular 
Standards 

F 04.30.06 
Interventional 
Cardiology 

  

ALTERNATE:  
JONETTE  R  FOY,  
(CDRH, ODE) 

ALTERNATE:  
JOHN  P  
HOLDEN,  (CDRH, 
ODE) 

PRIMARY:  
VIVIANNE  M  
HOLT,  (CDRH, 
ODE) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division III 
on Medical/Surgical 
Devices 

F 04.31 
Neurosurgical 
Standards 

    

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division III 
on Medical/Surgical 
Devices 

F 04.31 
Neurosurgical 
Standards 

F 04.31.01 Aneurysm 
Clips & Clip Appliers   
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ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division III 
on Medical/Surgical 
Devices 

F 04.31 
Neurosurgical 
Standards 

F 04.31.02 Shunts   

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division III 
on Medical/Surgical 
Devices 

F 04.31 
Neurosurgical 
Standards 

F 04.31.03 Cranial 
Tongs for Skeletal 
Traction 

  

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division III 
on Medical/Surgical 
Devices 

F 04.31 
Neurosurgical 
Standards 

F 04.31.04 Sterotactic 
Instruments   

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division III 
on Medical/Surgical 
Devices 

F 04.31 
Neurosurgical 
Standards 

F 04.31.05 Drill Guards   

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division III 
on Medical/Surgical 
Devices 

F 04.31 
Neurosurgical 
Standards 

F 04.31.06 Sponges   

PRIMARY:  
TERRY  O  
WOODS,  (CDRH, 
OST) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division III 
on Medical/Surgical 
Devices 

F 04.32 Plastics & 
Reconstructive 
Surgery (formerly F 
04.60) 

    

PRIMARY:  
STEPHEN  P  
RHODES,  (CDRH, 
ODE) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division III 
on Medical/Surgical 
Devices 

F 04.32 Plastics & 
Reconstructive 
Surgery (formerly F 
04.60) 

F 04.32.01 Mammary 
Implants   

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division III 
on Medical/Surgical 
Devices 

F 04.33 Medical/
Surgical Instruments     

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division III 
on Medical/Surgical 
Devices 

F 04.33 Medical/
Surgical Instruments 

F 04.33.01 Needle 
Disposal/Puncture 
Resistance - Z5799Z 

  

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division III 
on Medical/Surgical 
Devices 

F 04.33 Medical/
Surgical Instruments 

F04.33.01 Needle 
Disposal/Puncture 
Resistance - Z5799Z 

  

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division III 
on Medical/Surgical 
Devices 

F 04.34 Urological 
Materials and Devices 
(formerly F 04.70) 

F 04.34.01 Ureteral 
Stents   

PRIMARY:  
LAURA  J  BYRD,  
(CDRH, ODE) 
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ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division III 
on Medical/Surgical 
Devices 

F 04.35 GI 
Endoscopes     

ALTERNATE:  
KAREN  H  
BAKER,  (CDRH, 
ODE) 

PRIMARY:  MARY 
JOAN    
CORNELIUS,  
(CDRH, ODE) 

ALTERNATE:  
JACK  E  
MCCRACKEN,  
(CDRH, OHIP) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division III 
on Medical/Surgical 
Devices 

F 04.36 Cotton 
Products for Medical 
Use (formerly F 
04.80) 

    

ALTERNATE:  
WILBUR  H  CYR,  
(CDRH, OST) 

ALTERNATE:  
GEORGE    
KROEHLING,  
(CDRH, OC) 

PRIMARY:  
FELICIDAD  A  
MARSHALL,  
(CDRH, ODE) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division IV 
on Tissue Engineered 
Medical Products 

    F 04.43.04 Alginate 
Task Group 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division IV 
on Tissue Engineered 
Medical Products 

F 04.41 Classification 
and Terminology for 
TEMPS 

    

PRIMARY:  
MALCOLM  C  
MOOS,  (CBER, 
OCTGT) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division IV 
on Tissue Engineered 
Medical Products 

F 04.42 Biomaterials 
and Biomolecules     

PRIMARY:  
DAVID  S  
KAPLAN,  (CDRH, 
OST) 

PRIMARY:  
DAVID  S  
KAPLAN,  (CDRH, 
OST) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division IV 
on Tissue Engineered 
Medical Products 

F 04.43 Cells and 
Tisue Constructs     

PRIMARY:  
ELLEN  M  
AREMAN,  (CBER, 
OCTGT) 

ALTERNATE:  
JEFFREY    TOY,  
(CDRH, ODE) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division IV 
on Tissue Engineered 
Medical Products 

F 04.44 Assessment     

ALTERNATE:  
ARIC  D  KAISER,  
(CDRH, ODE) 

PRIMARY:  
DAVID    KRAUSE,  
(CDRH, ODE) 
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ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, Division IV 
on Tissue Engineered 
Medical Products 

F 04.45 Safety     

PRIMARY:  
KIMBERLY  A  
BENTON,  (CBER, 
OCTGT) 

ASTM 

F 04 Medical & 
Surgical Materials & 
Devices, F 04.93.03 
Neurosurgical 
Implants 

      

PRIMARY:  
TERRY  O  
WOODS,  (CDRH, 
OST) 

ASTM 
F 12 Security 
Systems and 
Equipment 

F 12.60 Controlled 
Access Security, 
Search and Screening 
Equipment 

F 12.63 Task Group on 
Weapons Detection   

ALTERNATE:  
JON  P  
CASAMENTO,  
(CDRH, OST) 

PRIMARY:  
DONALD  M  
WITTERS JR,  
(CDRH, OST) 

ASTM F 23 Protective 
Clothing F 23.40 Biological     

PRIMARY:  
MARTHA  T  
OLONE,  (CDRH, 
ODE) 

ASTM F 23 Protective 
Clothing F 23.40 Biological F 23.40.07 Surgical 

Gowns Task Group   

ASTM F 23 Protective 
Clothing 

F23.40 Biological 
Hazards     

ASTM 

F 29 Anesthetic and 
Respiratory 
Equipment, F 29.11 
on Gas Monitors 

  
F 29.11.03 Cutaneous 
Gas Monitoring (TG has 
been disbanded) 

  

ASTM 

F 29 Anesthetic and 
Respiratory 
Equipment, F 29.13 
on Laryngoscopes 
and Bronchoscopes 

  

F 29.13.02 
Laryngoscopes and 
Bronchoscopes 
(Flexible) 

  

ASTM F 30 Emergency 
Medical Services       

ASTM 
F29 Anesthetic and 
Respiratory 
Equipment 

F29.10 on Anesthesia 
Workstations 

F29.10.01 Anesthesia 
Gas Machines   

PRIMARY:  
PETER  B  
CARSTENSEN,  
(CDRH, OHIP) 

ASTM 
F29 Anesthetic and 
Respiratory 
Equipment 

F29.10 on Anesthesia 
Workstations 

F29.10.02 Breathing 
Systems/Performance   

PRIMARY:  
PETER  B  
CARSTENSEN,  
(CDRH, OHIP) 

ASTM 
F29 Anesthetic and 
Respiratory 
Equipment 

F29.10 on Anesthesia 
Workstations 

F29.10.03 Connectors 
and Adapters   

ASTM 
F29 Anesthetic and 
Respiratory 
Equipment 

F29.10 on Anesthesia 
Workstations 

F29.10.04 Breathing 
Systems and Anti-
Disconnect Fittings 
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ASTM 
F29 Anesthetic and 
Respiratory 
Equipment 

F29.10 on Anesthesia 
Workstations 

F29.10.05 Anesthesia 
Gas Scavenging 
Systems (AGSS) 

  

PRIMARY:  
PETER  B  
CARSTENSEN,  
(CDRH, OHIP) 

ALTERNATE:  
SANDY    
WEININGER,  
(CDRH, OST) 

ASTM 
F29 Anesthetic and 
Respiratory 
Equipment 

F29.10 on Anesthesia 
Workstations 

F29.10.06 Lung 
Ventilators for Use in 
Anesthesia 

  

PRIMARY:  
PETER  B  
CARSTENSEN,  
(CDRH, OHIP) 

ASTM 
F29 Anesthetic and 
Respiratory 
Equipment 

F29.10 on Anesthesia 
Workstations 

F29.10.07 Anesthesia 
Workstations   

PRIMARY:  
PETER  B  
CARSTENSEN,  
(CDRH, OHIP) 

ASTM 
F29 Anesthetic and 
Respiratory 
Equipment 

F29.11 on Gas 
Monitors 

F29.11.01 
Capnographs and 
Anesthetic Agent 
Analyzers 

  

ASTM 
F29 Anesthetic and 
Respiratory 
Equipment 

F29.11 on Gas 
Monitors 

F29.11.02 Nitric Oxide 
Delivery Devices and 
Monitors 

  

PRIMARY:  
JOANNA  H  
WEITERSHAUSEN,  
(CDRH, ODE) 

ASTM 
F29 Anesthetic and 
Respiratory 
Equipment 

F29.11 on Gas 
Monitors 

F29.11.04 Oxygen 
Analyzers   

PRIMARY:  
PETER  B  
CARSTENSEN,  
(CDRH, OHIP) 

ASTM 
F29 Anesthetic and 
Respiratory 
Equipment 

F29.11 on Gas 
Monitors 

F29.11.05 Pulse 
Oximeters   

ALTERNATE:  
HINA  M  PINTO,  
(CDRH, ODE) 

PRIMARY:  
SANDY    
WEININGER,  
(CDRH, OST) 

ASTM 
F29 Anesthetic and 
Respiratory 
Equipment 

F29.12 on Airways F29.12.01 Tracheal 
Tubes   

ASTM 
F29 Anesthetic and 
Respiratory 
Equipment 

F29.12 on Airways F29.12.02 Naso/
Oropharyngeal Airways   

ASTM 
F29 Anesthetic and 
Respiratory 
Equipment 

F29.12 on Airways F29.12.03 Breathing 
Tubes/Bags   

ASTM 
F29 Anesthetic and 
Respiratory 
Equipment 

F29.12 on Airways 
F29.12.04 
Tracheostomy Tubes - 
Adult 

  

ASTM 
F29 Anesthetic and 
Respiratory 
Equipment 

F29.12 on Airways F29.12.07 
Supralaryngeal Airways   

PRIMARY:  ANN  
A  GRAHAM,  
(CDRH, OSB) 

ASTM 
F29 Anesthetic and 
Respiratory 
Equipment 

F29.13 on 
Laryngoscopes and 
Bronchoscopes 

F29.13.01 
Laryngoscopes - Bulbs/
Handles/Blades (Rigid) 
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ASTM 
F29 Anesthetic and 
Respiratory 
Equipment 

F29.14 on Ventilators 
F29.14.01 Lung 
Ventilators (Other than 
for Anesthesia) 

  

ASTM 
F29 Anesthetic and 
Respiratory 
Equipment 

F29.14 on Ventilators F29.14.03 Humidifiers   

ASTM 
F29 Anesthetic and 
Respiratory 
Equipment 

F29.14 on Ventilators F29.14.04 Home Care 
Ventilators   

ASTM 
F29 Anesthetic and 
Respiratory 
Equipment 

F29.14 on Ventilators F29.14.05 Oxygen 
Concentrators   

PRIMARY:  
PETER  B  
CARSTENSEN,  
(CDRH, OHIP) 

ASTM 
F29 Anesthetic and 
Respiratory 
Equipment 

F29.14 on Ventilators F29.14.06 
Resuscitators   

PRIMARY:  
PETER  B  
CARSTENSEN,  
(CDRH, OHIP) 

ASTM 
F29 Anesthetic and 
Respiratory 
Equipment 

F29.15 on 
Harmonization of 
Alarms 

F29.15.01 
Harmonization of 
Alarms 

  

PRIMARY:  
PETER  B  
CARSTENSEN,  
(CDRH, OHIP) 

ASTM 
F29 Anesthetic and 
Respiratory 
Equipment 

F29.16 on 
Terminology     

PRIMARY:  ANN  
A  GRAHAM,  
(CDRH, OSB) 

ASTM 
F29 Anesthetic and 
Respiratory 
Equipment 

F29.17 on Medical 
Surgical Suction and 
Drainage 

F29.17.01 Medical 
Surgical Suction and 
Drainage 

  

ASTM 
F29 Anesthetic and 
Respiratory 
Equipment 

F29.21 Closed-Loop 
Controller     

PRIMARY:  
MICHAEL  J  
HUSBAND,  
(CDRH, ODE) 

ALTERNATE:  
SANDY    
WEININGER,  
(CDRH, OST) 

ASTM G 03 Durability of 
Nonmetallic Materials       

ALTERNATE:  
SRILEKHA  S  
DAS,  (CDRH, 
OST) 

PRIMARY:  
LEROY  W  
SCHROEDER,  
(CDRH, OST) 

ASTM 

G04 Compatability 
and Sensitivity of 
Materials in Oxygen 
Enriched 
Atmospheres 

      

PRIMARY:  
CHRISTY  L  
FOREMAN,  
(CDRH, ODE) 

CGSB 

Rubber Condom 
Technical Advisory 
Committee (TAC) and 
Review Panel (RP) 

      

CIE Div. 6 - Photobiology 
and Photochemistry       

PRIMARY:  
JANUSZ  Z  BEER,  
(CDRH, OST) 
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DIN 

AAE 9 Immunology, 
Serodiagnostics of 
Infectious and 
Immunological 
Diseases 

      

PRIMARY:  
LARRY  E  
BOCKSTAHLER,  
(CDRH, OST) 

ESD ESD Association's 
Standards Committee       

HPB Hospital Beds       

PRIMARY:  JOAN  
  FERLO TODD,  
(CDRH, OSB) 

ALTERNATE:  
IRENE  M  
NAVEAU,  (CDRH, 
ODE) 

IEC JWG   

Joint Working Group 1 
(JWG) Cardiac 
Pacemakers (ISO TC 
150/SC6/WG2 & IEC 
62D/WG6) 

  

ALTERNATE:  
CAROLE  C  
CAREY,  (CDRH, 
ODE) 

PRIMARY:  
MITCHELL  J  
SHEIN,  (CDRH, 
ODE) 

IEC TC 029 
Electroacoustics   WG 13 Hearing aids   

ALTERNATE:  
DONALD  M  
WITTERS JR,  
(CDRH, OST) 

IEC TC 056 Dependability       

PRIMARY:  
WILLIAM  H  
MIDGETTE,  
(CDRH, OST) 

IEC 
TC 061 Safety of 
household and similar 
electrical appliances 

  WG 16 Ultraviolet 
radiation   

PRIMARY:  
JANUSZ  Z  BEER,  
(CDRH, OST) 

ALTERNATE:  
SHARON  A  
MILLER,  (CDRH, 
OST) 

IEC 
TC 061 Safety of 
household and similar 
electrical appliances 

      

PRIMARY:  
MELVYN  R  
ALTMAN,  (CDRH, 
OST) 

IEC 
TC 061 Safety of 
household and similar 
electrical appliances 

SC 61B Safety of 
Microwave Ovens     

ALTERNATE:  
MELVYN  R  
ALTMAN,  (CDRH, 
OST) 

PRIMARY:  
JOANNE    
BARRON,  (CDRH, 
OC) 
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IEC 
TC 062 Electrical 
equipment in medical 
practice 

      

PRIMARY:  
MELVYN  R  
ALTMAN,  (CDRH, 
OST) 

ALTERNATE:  
DONALD  M  
WITTERS JR,  
(CDRH, OST) 

IEC 
TC 062 Electrical 
Equipment in Medical 
Practice 

SC 62A Common 
Aspects of Electrical 
Equipment Used in 
Medical Practice 

  Maintenance Team 
23 (EMC) 

PRIMARY:  
JEFFREY  L  
SILBERBERG,  
(CDRH, OST) 

IEC 
TC 062 Electrical 
Equipment in Medical 
Practice 

SC 62A Common 
Aspects of Electrical 
Equipment Used in 
Medical Practice 

Chairman's Advisory 
Group   

PRIMARY:  
PETER  B  
CARSTENSEN,  
(CDRH, OHIP) 

IEC 
TC 062 Electrical 
Equipment in Medical 
Practice 

SC 62A Common 
Aspects of Electrical 
Equipment Used in 
Medical Practice 

Secretary's Advisory 
Group   

PRIMARY:  
MELVYN  R  
ALTMAN,  (CDRH, 
OST) 

IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62A Common 
Aspects of Electrical 
Equipment Used in 
Medical Practice 

WG 05 Ergonomics and 
graphical symbols   

PRIMARY:  
PETER  B  
CARSTENSEN,  
(CDRH, OHIP) 

IEC 
TC 062 Electrical 
Equipment in Medical 
Practice 

SC 62A Common 
Aspects of Electrical 
Equipment Used in 
Medical Practice 

WG 15 Risk 
management   

PRIMARY:  
WILLIAM  H  
MIDGETTE,  
(CDRH, OST) 

IEC 
TC 062 Electrical 
Equipment in Medical 
Practice 

SC 62A Common 
Aspects of Electrical 
Equipment Used in 
Medical Practice 

WG 16 Electric hazards   
PRIMARY:  RAY  
L  WALCHLE,  
(CDRH, OST) 

IEC 
TC 062 Electrical 
Equipment in Medical 
Practice 

SC 62A Common 
Aspects of Electrical 
Equipment Used in 
Medical Practice 

WG 17 Mechanical 
hazards   

PRIMARY:  
MELVYN  R  
ALTMAN,  (CDRH, 
OST) 

IEC 
TC 062 Electrical 
Equipment in Medical 
Practice 

SC 62A Common 
Aspects of Electrical 
Equipment Used in 
Medical Practice 

WG 18 Overheating, 
fire protection and 
additional hazards 
(combined WG 18 & 
19) 

  
PRIMARY:  RAY  
L  WALCHLE,  
(CDRH, OST) 

IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62A Common 
Aspects of Electrical 
Equipment Used in 
Medical Practice 

WG 22 Safety of 
computer systems 
used in medical 
electrical equipment 

  

ALTERNATE:  
PAUL  L  JONES,  
(CDRH, OST) 

PRIMARY:  
JOANNA  H  
WEITERSHAUSEN,  
(CDRH, ODE) 

http://drsm-3mx/csam2/committeelist_2.cfm (37 of 71)9/21/2004 5:07:28 AM



committeelist_2.cfm

IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62A Common 
Aspects of Electrical 
Equipment Used in 
Medical Practice TAG 

    

PRIMARY:  
MELVYN  R  
ALTMAN,  (CDRH, 
OST) 

ALTERNATE:  
RICHARD  V  
KACZMAREK,  
(CDRH, OHIP) 

IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62B Diagnostic 
Imaging Equipment     

IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62B Diagnostic 
Imaging Equipment   MT 30 Computed 

tomography 

ALTERNATE:  
ROBERT  M  
GAGNE,  (CDRH, 
OST) 

PRIMARY:  
STANLEY  H  
STERN,  (CDRH, 
OHIP) 

IEC 
TC 062 Electrical 
Equipment in Medical 
Practice 

SC 62B Diagnostic 
Imaging Equipment   

MT 31 
Requirements for 
Mammographic X-
ray Equipment 
(formerly WG 26) 

PRIMARY:  
KISHALAYA    
CHAKRABARTI,  
(CDRH, OHIP) 

ALTERNATE:  
CHARLES  R  
GUNZBURG,  
(CDRH, OHIP) 

IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62B Diagnostic 
Imaging Equipment   

MT 32 
Requirements for X-
ray source 
assemblies 

PRIMARY:  
ROBERT  J  
DOYLE,  (CDRH, 
ODE) 

IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62B Diagnostic 
Imaging Equipment   

MT 34 
Requirements for 
Ultrasonic medical 
diagnostic and 
monitoring 
Equipment 

PRIMARY:  
BRUCE  A  
HERMAN,  (CDRH, 
OST) 

IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62B Diagnostic 
Imaging Equipment   

MT 37 General 
requirements for 
radiation protection 
in diagnostic X-ray 
equipment 

IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62B Diagnostic 
Imaging Equipment 

WG 15 X-ray 
generators   

PRIMARY:  
ROBERT  M  
GAGNE,  (CDRH, 
OST) 

IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62B Diagnostic 
Imaging Equipment 

WG 19 Mammographic 
anti-scatter grids & 
mammographic 
cassettes 

  

PRIMARY:  
ROBERT  J  
JENNINGS,  
(CDRH, OST) 

IEC 
TC 062 Electrical 
Equipment in Medical 
Practice 

SC 62B Diagnostic 
Imaging Equipment WG 20 Terminology   
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IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62B Diagnostic 
Imaging Equipment 

WG 23 Quality 
assurance; acceptance 
tests 

  

PRIMARY:  
KISHALAYA    
CHAKRABARTI,  
(CDRH, OHIP) 

ALTERNATE:  
ROBERT  M  
GAGNE,  (CDRH, 
OST) 

IEC 
TC 062 Electrical 
Equipment in Medical 
Practice 

SC 62B Diagnostic 
Imaging Equipment 

WG 24 Interventional 
procedures   

PRIMARY:  
ROBERT  M  
GAGNE,  (CDRH, 
OST) 

IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62B Diagnostic 
Imaging Equipment 

WG 27 Image quality 
and dose for X-ray 
equipment 

  

IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62B Diagnostic 
Imaging Equipment 

WG 28 Equipment for 
magnetic resonance 
imaging 

  

ALTERNATE:  
ROBERT  A  
PHILLIPS,  (CDRH, 
ODE) 

PRIMARY:  
LOREN  A  
ZAREMBA,  
(CDRH, ODE) 

IEC 
TC 062 Electrical 
Equipment in Medical 
Practice 

SC 62B Diagnostic 
Imaging Equipment 

WG 29 Safety of 
ultrasonic medical 
diagnostic and 
monitoring equipment 

  

PRIMARY:  
BRUCE  A  
HERMAN,  (CDRH, 
OST) 

IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62B Diagnostic 
Imaging Equipment 

WG 33 Characteristics 
of digital X-ray imaging 
devices - 
Determination of the 
detective quantum 
efficiency 

  

IEC 
TC 062 Electrical 
Equipment in Medical 
Practice 

SC 62B Diagnostic 
Imaging Equipment 

WG 36 Image display 
devices   

PRIMARY:  ALDO  
  BADANO,  
(CDRH, OST) 

IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62C Equipment 
Radiotherapy, 
Nuclear Medicine and 
Radiation Dosimetry 

WG 01 Beam 
teletherapy and 
particle accelerators 

  

ALTERNATE:  
KISHALAYA    
CHAKRABARTI,  
(CDRH, OHIP) 

PRIMARY:  
ROBERT  A  
PHILLIPS,  (CDRH, 
ODE) 

IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62C Equipment 
Radiotherapy, 
Nuclear Medicine and 
Radiation Dosimetry 

WG 02 Nuclear 
medicine 
instrumentation 

  

ALTERNATE:  
SIMKEON  A  
KANG,  (CDRH, 
ODE) 

PRIMARY:  
PETER    PARAS,  
(CDRH, OHIP) 

IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62C Equipment 
Radiotherapy, 
Nuclear Medicine and 
Radiation Dosimetry 

WG 03 Performance of 
dosemeters   

PRIMARY:  
HENRY  T  
HEATON,  (CDRH, 
OST) 
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IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62C Equipment 
Radiotherapy, 
Nuclear Medicine and 
Radiation Dosimetry 
TAG 

    
PRIMARY:  
PETER    PARAS,  
(CDRH, OHIP) 

IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62D 
Electromedical 
Equipment 

  

MT 16 
Requirements for 
Electro-optical 
equipment sub-
TAG (formerly WG 
4) 

PRIMARY:  NEIL 
R P    OGDEN,  
(CDRH, ODE) 

IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62D 
Electromedical 
Equipment 

  

MT 17 
Requirements for 
High frequency 
surgical equipment 
(formerly WG 14) 

PRIMARY:  
KATHRYN  S  
DAWS KOPP,  
(CDRH, ODE) 

IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62D 
Electromedical 
Equipment 

  

MT 18 
Requirements for 
Therapy 
equipment, 60601-
2-10 Nerve and 
Muscle Stimulators 
(formerly WG 2) 

PRIMARY:  
ROBERT  J  DE 
LUCA,  (CDRH, 
ODE) 

ALTERNATE:  
MARIE  A  
SCHROEDER,  
(CDRH, ODE) 

IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62D 
Electromedical 
Equipment 

  

MT 18 
Requirements for 
Therapy 
equipment, 60601-
2-5 Ultrasound 
physiotherapy 
equipment 
(formerly WG 2) 

PRIMARY:  
GERALD  R  
HARRIS,  (CDRH, 
OST) 

IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62D 
Electromedical 
Equipment 

  

MT 19 
Requirements for 
Defibrillators 
(formerly WG 13) 

ALTERNATE:  
ROBERT  J  
CANGELOSI,  
(CDRH, OHIP) 

ALTERNATE:  
CAROLE  C  
CAREY,  (CDRH, 
ODE) 

IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62D 
Electromedical 
Equipment 

  

MT 20 
Requirements for 
Hemodialysis 
equipment 
(formerly WG 7) 

PRIMARY:  
GEMA    
GONZALEZ,  
(CDRH, ODE) 

ALTERNATE:  
BARBARA  I  
MCCOOL,  (CDRH, 
ODE) 

IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62D 
Electromedical 
Equipment 

  

MT 21 
Requirements for 
Paediatric 
equipment 
(formerly WG 9) 

PRIMARY:  
NANCY  A  
PRESSLY,  (CDRH, 
OSB) 
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IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62D 
Electromedical 
Equipment 

  

MT 22 
Electromedical 
diagnostic and 
patient monitoring 
equipment, 60601-
2-25 
Electrocardiographs 
(ECG) - formerly 
WG1 

IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62D 
Electromedical 
Equipment 

  

MT 22 
Electromedical 
diagnostic and 
patient monitoring 
equipment, 
Multiparameter 
patient monitoring 
equipment 

PRIMARY:  
CAROLE  C  
CAREY,  (CDRH, 
ODE) 

ALTERNATE:  
KEVIN  B  MILNE,  
(CDRH, OST) 

IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62D 
Electromedical 
Equipment 

  

MT 23 
Requirements for 
Infusion pumps 
(formerly WG 8) 

PRIMARY:  
WILLIAM  M  
BURDICK,  (CDRH, 
ODE) 

IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62D 
Electromedical 
Equipment 

  

MT 24 
Requirements for 
Extra-corporal 
shock wave 
lithotripsy 
equipment sub-
TAG (formerly WG 
11) 

PRIMARY:  
GERALD  R  
HARRIS,  (CDRH, 
OST) 

IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62D 
Electromedical 
Equipment 

  

MT 25 
Requirements for 
Hospital beds 
(formerly WG 10) 

PRIMARY:  JOAN  
  FERLO TODD,  
(CDRH, OSB) 

ALTERNATE:  
IRENE  M  
NAVEAU,  (CDRH, 
ODE) 

IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62D 
Electromedical 
Equipment 

  

MT 27 
Requirements for 
luminaries for 
surgery and 
diagnosis 

PRIMARY:  
WILLIAM  M  
BURDICK,  (CDRH, 
ODE) 

IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62D 
Electromedical 
Equipment 

EEG/Electroconvulsive 
Therapy sub-TAG   

IEC 
TC 062 Electrical 
Equipment in Medical 
Practice 

SC 62D 
Electromedical 
Equipment 

MT 22 Electromedical 
Diagnostic and Patient 
Monitoring Equipment 

  

IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62D 
Electromedical 
Equipment 

MT 22 Electromedical 
diagnostic and patient 
monitoring equipment, 
60601-2-26 
Electroencephalographs 
(formerly WG 1) 

  

IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62D 
Electromedical 
Equipment 

WG 06 Cardiac 
pacemakers   
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IEC 
TC 062 Electrical 
equipment in medical 
practice 

SC 62D 
Electromedical 
Equipment TAG 

    

PRIMARY:  
MELVYN  R  
ALTMAN,  (CDRH, 
OST) 

ALTERNATE:  
DONALD  M  
WITTERS JR,  
(CDRH, OST) 

IEC 
TC 065 Industrial 
Process Measurement 
and Control 

SC 65A Systems 
Aspects 

WG 10 Functional 
safety of 
programmable 
electronic systems 

MT 1,Software 
System Safety 
Requirements 

PRIMARY:  PAUL  
L  JONES,  (CDRH, 
OST) 

IEC 
TC 065 Industrial 
Process Measurement 
and Control 

SC 65A Systems 
Aspects 

WG 10 Functional 
safety of 
programmable 
electronic systems 

MT 2, General 
System Safety 
Requirements 

PRIMARY:  PAUL  
L  JONES,  (CDRH, 
OST) 

IEC 
TC 065 Industrial 
Process Measurement 
and Control 

TC 65A Systems 
Aspects 

WG 10 Functional 
safety of 
programmable 
electronic systems 

  
PRIMARY:  PAUL  
L  JONES,  (CDRH, 
OST) 

IEC 
TC 076 Optical 
radiation safety and 
laser equipment 

      

PRIMARY:  
JEROME  E  
DENNIS,  (CDRH, 
OC) 

IEC 
TC 076 Optical 
radiation safety and 
laser equipment 

  WG 01 Optical 
radiation safety   

PRIMARY:  
JEROME  E  
DENNIS,  (CDRH, 
OC) 

IEC 
TC 076 Optical 
radiation safety and 
laser equipment 

  WG 03 Laser radiation 
measurement   

PRIMARY:  
JEROME  E  
DENNIS,  (CDRH, 
OC) 

IEC 
TC 076 Optical 
radiation safety and 
laser equipment 

  
WG 04 Safety of 
medical laser 
equipment 

  

PRIMARY:  
JEROME  E  
DENNIS,  (CDRH, 
OC) 

IEC 
TC 076 Optical 
radiation safety and 
laser equipment 

  
WG 08 Development 
and maintenance of 
basic standards 

  

PRIMARY:  
JEROME  E  
DENNIS,  (CDRH, 
OC) 

IEC 
TC 077 
Electromagnetic 
Compability 

      

PRIMARY:  
JEFFREY  L  
SILBERBERG,  
(CDRH, OST) 

IEC TC 087 Ultrasonics   WG 08 Ultrasonic field 
measurement   

ALTERNATE:  
GERALD  R  
HARRIS,  (CDRH, 
OST) 

PRIMARY:  
BRUCE  A  
HERMAN,  (CDRH, 
OST) 
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IEC TC 087 Ultrasonics   WG 12 Ultrasound 
exposure parameters   

ALTERNATE:  
BRUCE  A  
HERMAN,  (CDRH, 
OST) 

PRIMARY:  
MELVIN  E  
STRATMEYER,  
(CDRH, OST) 

IEC 

TC 106 Testing 
Instrumentation and 
Methods for 
Measuring Electric 
and Magnetic Fields 
Associated with 
Human Exposure 

      
PRIMARY:  
BRIAN  B  BEARD,  
(CDRH, OST) 

IEC TC 87 Ultrasonics   WG 9 Pulse-Echo 
Diagnostic Equipment   

IEC 

U.S. Coordinating 
Committee on 
Electromagnetic 
Compatibility 

      

PRIMARY:  
JEFFREY  L  
SILBERBERG,  
(CDRH, OST) 

IEC 
U.S. Safety 
Coordinating 
Committee (USSCC) 

      

PRIMARY:  
JEROME  E  
DENNIS,  (CDRH, 
OC) 

IEEE 

EMBS (Engineering in 
Medicine and Biology 
Society) Standards 
Committee 

      

IEEE IEEE/ISO TC215/CEN 
TC 251   

IEEE 1073/ISO TC215/
CEN TC 251Joint 
Working Group for 
medical device 
communication and 
data exchange systems 

  

PRIMARY:  
JAMES    CHENG,  
(CDRH, ODE) 

ALTERNATE:  
DONALD  M  
WITTERS JR,  
(CDRH, OST) 

IEEE 

P 1140 Measurement 
of Electrical & 
Magnetic Near Fields 
in Frequency Range 
of 5Hz & 30MHz 

      

PRIMARY:  
DONALD  M  
WITTERS JR,  
(CDRH, OST) 

IEEE 

P 1140 Measurement 
of Electrical & 
Magnetic Near Fields 
in Frequency Range 
of 5Hz & 30MHz 

P 1140.1 
Measurement 
Techniques for ELF & 
VLF Magnetic Fields & 
Electric Fields from 
Desktop 

Computer Displays & 
Associated Desktop 
Devices 

  

PRIMARY:  
DONALD  M  
WITTERS JR,  
(CDRH, OST) 

IEEE 

SCC 28 Sectional 
Committee on 
Radiofrequency 
Radiation Hazards 

SC 1 Subcommittee 
on Instrumentation     

PRIMARY:  
HOWARD  I  
BASSEN,  (CDRH, 
OST) 

IEEE 

SCC 28 Sectional 
Committee on 
Radiofrequency 
Radiation Hazards 

SC 2/3 Terminology 
Standards and Units 
of Measurement 
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IEEE 

SCC 28 Sectional 
Committee on 
Radiofrequency 
Radiation Hazards 

SC 4 Safety Levels 
and/or Tolerances 
with Respect to 
Personnel 

    

PRIMARY:  
HOWARD  I  
BASSEN,  (CDRH, 
OST) 

IEEE 

SCC 28 Sectional 
Committee on 
Radiofrequency 
Radiation Hazards 

SC 4 Safety Levels 
and/or Tolerances 
with Respect to 
Personnel 

WG 03 High Frequency 
Effects (From Low 
Frequencies to and 
Including the 
Resonance Region) 

  

IEEE 

SCC 28 Sectional 
Committee on 
Radiofrequency 
Radiation Hazards 
Executive Committee 

      

ALTERNATE:  
MELVYN  R  
ALTMAN,  (CDRH, 
OST) 

PRIMARY:  
HOWARD  I  
BASSEN,  (CDRH, 
OST) 

IEEE Software Safety 
Planning Group       

ALTERNATE:  
JAMES  S  LEE,  
(CDRH, ODE) 

PRIMARY:  JOHN  
F  MURRAY JR,  
(CDRH, OC) 

ALTERNATE:  
JOANNA  H  
WEITERSHAUSEN,  
(CDRH, ODE) 

IEEE 

Standards 
Coordinating Comm. 
(SCC) 28, Sectional 
Committee on 
Radiofrequency 
Radiation Hazards 

      

IEEE 

Technical Committee 
on Ultrasonics, 
Ferroelectrics, and 
Frequency Control 
(UFFC) 

      

PRIMARY:  
GERALD  R  
HARRIS,  (CDRH, 
OST) 

ISAC 
Clinical and 
Regulatory Affairs 
Committee 

      

PRIMARY:  
LOUISE  E  
MAGRUDER,  
(CDRH, OIVD) 

ISBT 
Automation and Data 
Processing Working 
Group 

      

PRIMARY:  
JOSEPH    
JORGENS III,  
(CDRH, OST) 

ISCVS 

Endovascular Graft 
(EVG) Study 
Committee (Joint 
effort with Society for 
Vascular Surgery) 

      

PRIMARY:  
DOROTHY  B  
ABEL,  (CDRH, 
ODE) 
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ISO ISO TC 150 Implants 
for Surgery   

Working Group 11, 
Tissue Engineered 
Implants 

  

ALTERNATE:  
DAVID  S  
KAPLAN,  (CDRH, 
OST) 

PRIMARY:  
CELIA  M  
WITTEN,  (CDRH, 
ODE) 

ISO 

TC 076 Transfusion, 
Infusion and 
Injection Equipment 
for Medical Use 

      
PRIMARY:  
KAISER  J  AZIZ,  
(CDRH, OIVD) 

ISO TC 084 Medical 
Devices for Injection   

WG 01 Sterile, single 
use, intravascular 
catheters 

  

ISO TC 084 Medical 
Devices for Injection   

WG 03 Insulin syringes 
and pen injectors for 
drugs 

  
PRIMARY:  GAIL  
G  GANTT,  
(CDRH, ODE) 

ISO TC 084 Medical 
Devices for Injection   

WG 04 Needle Free 
Injectors for Medical 
Use - Requirements 
and Test Methods 

  

ALTERNATE:  
SHEWITT    
BEZABEH,  (CDRH, 
ODE) 

PRIMARY:  
IRENE  M  
NAVEAU,  (CDRH, 
ODE) 

ISO TC 106 Dentistry SC 1 Filling and 
restorative materials     

ALTERNATE:  
VASANT  G  
MALSHAT,  
(CDRH, ODE) 

PRIMARY:  
KEVIN  P  MULRY,  
(CDRH, ODE) 

ISO TC 106 Dentistry 
SC 2 Prosthodontic 
materials (alloys 
corrosion) 

    

ALTERNATE:  
MICHAEL  E  
ADJODHA,  
(CDRH, ODE) 

PRIMARY:  
MICHAEL  J  
RYAN,  (CDRH, 
ODE) 

ISO TC 106 Dentistry SC 3 Terminology     
PRIMARY:  
ROBERT  S  BETZ,  
(CDRH, ODE) 

ISO TC 106 Dentistry SC 4 Dental 
Instruments     

ALTERNATE:  
MICHAEL    
MENDELSON,  
(CDRH, OHIP) 

PRIMARY:  ERIN  
C  RILEY,  (CDRH, 
ODE) 
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ISO TC 106 Dentistry 
SC 6 Dental 
equipment (Dental 
unit water lines) 

    

PRIMARY:  
KEVIN  P  MULRY,  
(CDRH, ODE) 

ALTERNATE:  
ERIN  C  RILEY,  
(CDRH, ODE) 

ISO TC 106 Dentistry SC 8 Dental Implants     

PRIMARY:  
ANGELA  E  
BLACKWELL,  
(CDRH, ODE) 

ISO 
TC 121 Anesthesia 
and Respiratory 
Equipment 

      

PRIMARY:  
PETER  B  
CARSTENSEN,  
(CDRH, OHIP) 

ISO 
TC 121 Anesthesia 
and Respiratory 
Equipment 

SC 1 Breathing 
Attachments and 
Anaesthetic Machines 

WG 09 Anaesthetic 
Systems   

PRIMARY:  ANN  
A  GRAHAM,  
(CDRH, OSB) 

ISO 
TC 121 Anesthesia 
and Respiratory 
Equipment 

SC 2 Tracheal Tubes 
and Other Equipment     

PRIMARY:  ANN  
A  GRAHAM,  
(CDRH, OSB) 

ISO TC 150 Implants for 
surgery       

PRIMARY:  
MARK  N  
MELKERSON,  
(CDRH, ODE) 

ISO TC 150 Implants for 
surgery   WG 05 Retrieval and 

Analysis of Implants   

PRIMARY:  
STANLEY  A  
BROWN,  (CDRH, 
OST) 

ALTERNATE:  
DONALD  E  
MARLOWE,  (OC, 
OSHC) 

ISO TC 150 Implants for 
surgery SC 1 Materials     

PRIMARY:  HANY  
W  DEMIAN,  
(CDRH, ODE) 

ALTERNATE:  
AUBREY  D  
GANTT JR,  
(CDRH, ODE) 

ALTERNATE:  
JOHN  S  GOODE,  
(CDRH, ODE) 

ALTERNATE:  
TERRY  O  
WOODS,  (CDRH, 
OST) 

ISO TC 150 Implants for 
surgery 

SC 2 Cardiovascular 
Implants     

PRIMARY:  
DOROTHY  B  
ABEL,  (CDRH, 
ODE) 
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ISO TC 150 Implants for 
surgery 

SC 2 Cardiovascular 
Implants WG 01 Cardiac Valves   

ALTERNATE:  
DIANE  M  NELL,  
(CDRH, ODE) 

PRIMARY:  
SANDY  F  
STEWART,  
(CDRH, OST) 

ISO TC 150 Implants for 
surgery 

SC 2 Cardiovascular 
Implants 

WG 03 Vascular 
Prostheses   

PRIMARY:  
DOROTHY  B  
ABEL,  (CDRH, 
ODE) 

ISO TC 150 Implants for 
surgery 

SC 2 Cardiovascular 
Implants 

WG 04 Blood/Gas 
Exchangers   

PRIMARY:  
ARTHUR  A  
CIARKOWSKI,  
(CDRH, ODE) 

ALTERNATE:  
RONALD  A  
ROBINSON,  
(CDRH, OST) 

ISO TC 150 Implants for 
surgery 

SC 2 Cardiovascular 
Implants 

WG 05 Renal 
Replacement, 
Detoxification and 
Apheresis 

  

PRIMARY:  
GEMA    
GONZALEZ,  
(CDRH, ODE) 

ALTERNATE:  
BARBARA  I  
MCCOOL,  (CDRH, 
ODE) 

ISO TC 150 Implants for 
surgery 

SC 2 Cardiovascular 
Implants 

WG 09 Implant Data 
Sets   

ISO TC 150 Implants for 
surgery 

SC 3 Neurosurgical 
Implants     

PRIMARY:  
TERRY  O  
WOODS,  (CDRH, 
OST) 

ISO TC 150 Implants for 
surgery 

SC 4 Bone and Joint 
Replacements     

PRIMARY:  JOHN  
S  GOODE,  
(CDRH, ODE) 

ISO TC 150 Implants for 
surgery 

SC 4 Bone and Joint 
Replacements 

WG 01 Mechanical 
Testing of Components   

PRIMARY:  JOHN  
S  GOODE,  
(CDRH, ODE) 

ISO TC 150 Implants for 
surgery 

SC 4 Bone and Joint 
Replacements WG 02 Knee Wear   

ALTERNATE:  
PETER  G  ALLEN,  
(CDRH, ODE) 

PRIMARY:  JOHN  
S  GOODE,  
(CDRH, ODE) 

ISO TC 150 Implants for 
surgery SC 5 Osteosynthesis     

ALTERNATE:  
ARIC  D  KAISER,  
(CDRH, ODE) 

PRIMARY:  
MARK  N  
MELKERSON,  
(CDRH, ODE) 
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ISO TC 150 Implants for 
surgery SC 5 Osteosynthesis WG 02 Spinal Implants   

PRIMARY:  
MARK  N  
MELKERSON,  
(CDRH, ODE) 

ISO TC 150 Implants for 
surgery SC 6 Active Implants     

ALTERNATE:  
VICTOR    
KRAUTHAMMER,  
(CDRH, OST) 

PRIMARY:  
MITCHELL  J  
SHEIN,  (CDRH, 
ODE) 

ISO TC 150 Implants for 
surgery SC 6 Active Implants 

WG 02 Cardiac 
Pacemakers (Joint ISO 
TC 150/SC 2-IEC SC 
62D WG 6) 

  

PRIMARY:  
CAROLE  C  
CAREY,  (CDRH, 
ODE) 

PRIMARY:  
MITCHELL  J  
SHEIN,  (CDRH, 
ODE) 

ISO TC 150 Implants for 
surgery SC 6 Active Implants WG 03 Cochlear 

Implants   

PRIMARY:  
BRIAN  B  BEARD,  
(CDRH, OST) 

PRIMARY:  
TERESA  M  
CYGNAROWICZ,  
(CDRH, ODE) 

PRIMARY:  
VICTOR    
KRAUTHAMMER,  
(CDRH, OST) 

ISO TC 150 Implants for 
surgery SC 6 Active Implants WG 04 Implantable 

infusion pumps   

PRIMARY:  
WILLIAM  M  
BURDICK,  (CDRH, 
ODE) 

ISO TC 150 Implants for 
surgery SC 6 Active Implants WG 05 Implantable 

Neurostimulators   

PRIMARY:  
STEPHEN  M  
HINCKLEY,  
(CDRH, ODE) 

ALTERNATE:  
VICTOR    
KRAUTHAMMER,  
(CDRH, OST) 

ISO TC 150 Implants for 
surgery SC 6 Active Implants 

WG 06 Cardiac 
Ventricular Assist 
Devices 

  

PRIMARY:  
MICHAEL  R  
BERMAN,  (CDRH, 
ODE) 

ALTERNATE:  
JEAN  E  RINALDI,  
(CDRH, OST) 

ISO TC 157 Mechanical 
contraceptives   WG 03 Intra-uterine 

devices   

PRIMARY:  
COLIN  M  
POLLARD,  (CDRH, 
ODE) 
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ISO TC 157 Mechanical 
contraceptives   

WG 10 Minimum burst 
pressure and burst 
volume requirements 

  

ALTERNATE:  
MARTIN  K  
MCDERMOTT,  
(CDRH, OST) 

PRIMARY:  
COLIN  M  
POLLARD,  (CDRH, 
ODE) 

ISO TC 157 Mechanical 
contraceptives   WG 11 Packaging 

integrity   

ALTERNATE:  
MARTIN  K  
MCDERMOTT,  
(CDRH, OST) 

PRIMARY:  
COLIN  M  
POLLARD,  (CDRH, 
ODE) 

ISO TC 157 Mechanical 
contraceptives   

WG 12 Determination 
of the amount of 
lubricant 

  

ALTERNATE:  
MARTIN  K  
MCDERMOTT,  
(CDRH, OST) 

PRIMARY:  
COLIN  M  
POLLARD,  (CDRH, 
ODE) 

ISO TC 157 Mechanical 
contraceptives   WG 13 Stability 

assessment   

ALTERNATE:  
MARTIN  K  
MCDERMOTT,  
(CDRH, OST) 

PRIMARY:  
COLIN  M  
POLLARD,  (CDRH, 
ODE) 

ISO TC 157 Mechanical 
contraceptives   WG 14 Guidance on the 

use of ISO 4074   

ALTERNATE:  
MARTIN  K  
MCDERMOTT,  
(CDRH, OST) 

PRIMARY:  
COLIN  M  
POLLARD,  (CDRH, 
ODE) 

ISO TC 157 Mechanical 
contraceptives   

WG 15 Test methods 
for the effect of 
additional lubricants on 
physical properties of 
condoms 

  

ISO TC 157 Mechanical 
contraceptives   WG 16 Rubber 

diaphragms   

ISO TC 157 Mechanical 
contraceptives   WG 17 Synthetic 

condoms   

PRIMARY:  
COLIN  M  
POLLARD,  (CDRH, 
ODE) 

ISO TC 157 Mechanical 
contraceptives   WG 18 Female 

condoms   

ISO TC 157 Mechanical 
contraceptives   WG 19 Methods for 

hole detection   
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ISO TC 157 Mechanical 
contraceptives   WG 20 Clinical trials   

ALTERNATE:  
RICHARD  M  
KOTZ,  (CDRH, 
OSB) 

PRIMARY:  
COLIN  M  
POLLARD,  (CDRH, 
ODE) 

ISO TC 172 Optics and 
optical instruments       

PRIMARY:  
SHARON  A  
MILLER,  (CDRH, 
OST) 

ISO TC 172 Optics and 
optical instruments 

SC 5 Microscopes and 
Endoscopes     

PRIMARY:  MARY 
JOAN    
CORNELIUS,  
(CDRH, ODE) 

ISO TC 172 Optics and 
optical instruments 

SC 7 Ophthalmic 
Optics and 
Instruments 

    

PRIMARY:  
ROBERT  J  
LANDRY,  (CDRH, 
OST) 

ISO TC 172 Optics and 
optical instruments 

SC 7 Ophthalmic 
Optics and 
Instruments 

WG 01 Terminology   

PRIMARY:  
DAVID  M  
WHIPPLE,  (CDRH, 
ODE) 

ISO TC 172 Optics and 
optical instruments 

SC 7 Ophthalmic 
Optics and 
Instruments 

WG 04 Contact Lenses 
I (Instruments)   

ISO TC 172 Optics and 
optical instruments 

SC 7 Ophthalmic 
Optics and 
Instruments 

WG 06 Ophthalmic 
Instruments and Test 
Methods 

  

ALTERNATE:  
EVERETTE  T  
BEERS,  (CDRH, 
ODE) 

PRIMARY:  
ROBERT  J  
LANDRY,  (CDRH, 
OST) 

TECH EXPERT:  
BERNARD  P  
LEPRI,  (CDRH, 
ODE) 

TECH EXPERT:  
SHARON  A  
MILLER,  (CDRH, 
OST) 
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ISO TC 172 Optics and 
optical instruments 

SC 7 Ophthalmic 
Optics and 
Instruments 

WG 07 Ophthalmic 
Implants   

TECH EXPERT:  
EVERETTE  T  
BEERS,  (CDRH, 
ODE) 

TECH EXPERT:  
SHERYL  L  
BERMAN,  (CDRH, 
ODE) 

PRIMARY:  DON  
  CALOGERO,  
(CDRH, ODE) 

TECH EXPERT:  
BRUCE  A  DRUM,  
(CDRH, ODE) 

TECH EXPERT:  
MALVINA  B  
EYDELMAN,  
(CDRH, ODE) 

TECH EXPERT:  
ROBERT  W  
FAALAND,  (CDRH, 
OST) 

ALTERNATE:  
ROBERT  J  
LANDRY,  (CDRH, 
OST) 

TECH EXPERT:  
BERNARD  P  
LEPRI,  (CDRH, 
ODE) 

TECH EXPERT:  
SHARON  A  
MILLER,  (CDRH, 
OST) 

TECH EXPERT:  
A  R  
ROSENTHAL,  
(CDRH, ODE) 

TECH EXPERT:  
MING CHUEN    
SHIH,  (CDRH, 
ODE) 

TECH EXPERT:  
PHYLLIS  M  
SILVERMAN,  
(CDRH, OSB) 
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ISO TC 172 Optics and 
optical instruments 

SC 7 Ophthalmic 
Optics and 
Instruments 

WG 09 Contact Lenses   

TECH EXPERT:  
TZENG  M  CHEN,  
(CDRH, ODE) 

TECH EXPERT:  
BERNARD  P  
LEPRI,  (CDRH, 
ODE) 

TECH EXPERT:  
JAMES  F  
SAVIOLA,  (CDRH, 
ODE) 

TECH EXPERT:  
MYRA  K  SMITH,  
(CDRH, ODE) 

TECH EXPERT:  
KAREN  F  
WARBURTON,  
(CDRH, ODE) 

PRIMARY:  
DAVID  M  
WHIPPLE,  (CDRH, 
ODE) 

ISO TC 172 Optics and 
optical instruments 

SC 7 Ophthalmic, 
Optics and 
Instruments 

WG 08 Data 
Interchange   

ISO TC 172 Optics and 
optical instruments 

SC 9 Electro-optical 
Systems (and Lasers)     

PRIMARY:  
ROBERT  W  
FAALAND,  (CDRH, 
OST) 

TECH EXPERT:  
ROBERT  H  
JAMES,  (CDRH, 
OST) 

ISO TC 172 Optics and 
optical instruments 

SC 9 Electro-optical 
Systems (and Lasers) 

WG 01 Terminology 
and Test Methods   

PRIMARY:  
ROBERT  W  
FAALAND,  (CDRH, 
OST) 

TECH EXPERT:  
DEXIU    SHI,  
(CDRH, ODE) 

ISO TC 172 Optics and 
optical instruments 

SC 9 Electro-optical 
Systems (and Lasers) 

WG 02 Interfaces and 
System Specifications 
for Lasers 

  

PRIMARY:  
ROBERT  W  
FAALAND,  (CDRH, 
OST) 

TECH EXPERT:  
DENIS  L  
MCCARTHY,  
(CDRH, ODE) 

ISO TC 172 Optics and 
optical instruments 

SC 9 Electro-optical 
Systems (and Lasers) WG 03 Safety   

PRIMARY:  
ROBERT  W  
FAALAND,  (CDRH, 
OST) 

TECH EXPERT:  
DEXIU    SHI,  
(CDRH, ODE) 
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ISO TC 172 Optics and 
optical instruments 

SC 9 Electro-optical 
Systems (and Lasers) 

WG 04 Laser Systems 
for Medical Applications   

PRIMARY:  
ROBERT  W  
FAALAND,  (CDRH, 
OST) 

TECH EXPERT:  
DEXIU    SHI,  
(CDRH, ODE) 

ISO TC 172 Optics and 
optical instruments 

SC 9 Electro-optical 
Systems (and Lasers) 

WG 05 Laser Systems 
for General 
Applications 

  

PRIMARY:  
ROBERT  W  
FAALAND,  (CDRH, 
OST) 

TECH EXPERT:  
ROBERT  H  
JAMES,  (CDRH, 
OST) 

ISO TC 172 Optics and 
optical instruments 

SC 9 Electro-optical 
Systems (and Lasers) 

WG 06 Optical 
Components and Their 
Test Methods 

  

PRIMARY:  
ROBERT  W  
FAALAND,  (CDRH, 
OST) 

TECH EXPERT:  
DEXIU    SHI,  
(CDRH, ODE) 

ISO TC 172 Optics and 
optical instruments 

SC 9 Electro-optical 
Systems (and Lasers) 

WG 07 Electro-optical 
Systems Other Than 
Lasers 

  

PRIMARY:  
ROBERT  W  
FAALAND,  (CDRH, 
OST) 

ISO 

TC 173 Technical 
Systems & Aids for 
Disabled or 
Handicapped Persons 
(RESNA) 

      

PRIMARY:  
LAUREL  S  
MENDELSON,  
(CDRH, OHIP) 

ISO 

TC 173 Technical 
Systems and Aids for 
Disabled or 
Handicapped Persons 

SC 1 Wheelchairs     

PRIMARY:  
LAUREL  S  
MENDELSON,  
(CDRH, OHIP) 

ISO 

TC 173 Technical 
Systems and Aids for 
Disabled or 
Handicapped Persons 

SC 1 Wheelchairs WG 01 Test Methods   

PRIMARY:  
LAUREL  S  
MENDELSON,  
(CDRH, OHIP) 

ISO 

TC 173 Technical 
Systems and Aids for 
Disabled or 
Handicapped Persons 

SC 1 Wheelchairs 

WG 09 Determination 
of the Performance of 
Stand-up Type 
Wheelchairs 

  

PRIMARY:  
LAUREL  S  
MENDELSON,  
(CDRH, OHIP) 

ISO 

TC 173 Technical 
Systems and Aids for 
Disabled or 
Handicapped Persons 

SC 1 Wheelchairs 

WG 10 Requirements 
and Test Methods for 
Electromagnetic 
Compatibility of 
Powered Wheelchairs 
and Motorized Scooters 

  

ALTERNATE:  
LAUREL  S  
MENDELSON,  
(CDRH, OHIP) 

PRIMARY:  
DONALD  M  
WITTERS JR,  
(CDRH, OST) 

ISO 

TC 173 Technical 
Systems and Aids for 
Disabled or 
Handicapped Persons 

SC 3 Aids for Ostomy 
and Incontinence 
TAG 

    

PRIMARY:  
VENKAT RAO    
NIMMAGADDA,  
(CDRH, ODE) 
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ISO 
TC 176 Quality 
Assurance and 
Quality Management 

      

PRIMARY:  
KIMBERLY  A  
TRAUTMAN,  
(CDRH, OC) 

ISO 
TC 194 Biological 
evaluation of medical 
devices 

      

ALTERNATE:  
RAJU  G  
KAMMULA,  
(CDRH, ODE) 

PRIMARY:  
MELVIN  E  
STRATMEYER,  
(CDRH, OST) 

ISO 
TC 194 Biological 
evaluation of medical 
devices 

  

WG 01 Systematic 
Approach to Biological 
Evaluation and 
Terminology 

  

PRIMARY:  RAJU  
G  KAMMULA,  
(CDRH, ODE) 

ALTERNATE:  
MELVIN  E  
STRATMEYER,  
(CDRH, OST) 

ISO 
TC 194 Biological 
Evaluation of Medical 
Devices 

  
WG 02 Degradation 
Aspects Related to 
Biological Testing 

Ceramics Task 
Force 

ISO 
TC 194 Biological 
Evaluation of Medical 
Devices 

  
WG 02 Degradation 
Aspects Related to 
Biological Testing 

Polymers Task 
Force 

ISO 
TC 194 Biological 
evaluation of medical 
devices 

  

WG 02 Degradation 
Aspects Related to 
Biological Testing sub-
TAG 

  

PRIMARY:  
SCOTT  G  
MCNAMEE,  
(CDRH, OST) 

ISO 
TC 194 Biological 
evaluation of medical 
devices 

  
WG 03 Animal 
Protection Aspects sub-
TAG 

  

PRIMARY:  
MELVIN  E  
STRATMEYER,  
(CDRH, OST) 

ISO 
TC 194 Biological 
evaluation of medical 
devices 

  

WG 04 Clinical 
Investigations of 
Medical Devices in 
Humans 

  

PRIMARY:  
KIMBER  C  
RICHTER,  (CDRH, 
OC) 

ALTERNATE:  
CELIA  M  
WITTEN,  (CDRH, 
ODE) 

ISO 
TC 194 Biological 
evaluation of medical 
devices 

  WG 05 Cytotoxicity sub-
TAG   

ALTERNATE:  
NIRMAL  K  
MISHRA,  (CDRH, 
ODE) 

ISO 
TC 194 Biological 
evaluation of medical 
devices 

  

WG 06 Mutagenicity, 
Carcinogenicity, 
Reproductive Toxicity 
sub-TAG 

  

PRIMARY:  
NIRMAL  K  
MISHRA,  (CDRH, 
ODE) 

ISO 
TC 194 Biological 
Evaluation of Medical 
Devices 

  WG 07 Systemic 
Toxicity 

Immunotoxicity 
Task Force 

PRIMARY:  JOHN  
J  LANGONE,  
(CDRH, OST) 
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ISO 
TC 194 Biological 
evaluation of medical 
devices 

  WG 07 Systemic 
Toxicity sub-TAG   

PRIMARY:  
MELVIN  E  
STRATMEYER,  
(CDRH, OST) 

ISO 
TC 194 Biological 
evaluation of medical 
devices 

  WG 08 Irritation, 
Sensitization   

ALTERNATE:  
DANIEL W  C  
BROWN,  (CDRH, 
ODE) 

ISO 
TC 194 Biological 
evaluation of medical 
devices 

  WG 09 Effects on Blood 
sub-TAG   

PRIMARY:  RAJU  
G  KAMMULA,  
(CDRH, ODE) 

ALTERNATE:  
WILLIAM  G  
LETZING,  (CDRH, 
ODE) 

ISO 
TC 194 Biological 
Evaluation of Medical 
Devices 

  WG 10 Implantation   

PRIMARY:  RAJU  
G  KAMMULA,  
(CDRH, ODE) 

ALTERNATE:  
NIRMAL  K  
MISHRA,  (CDRH, 
ODE) 

ISO 
TC 194 Biological 
evaluation of medical 
devices 

  
WG 11 Allowable Limits 
of Leachable 
Substances 

  

PRIMARY:  
RONALD  P  
BROWN,  (CDRH, 
OST) 

ALTERNATE:  
MELVIN  E  
STRATMEYER,  
(CDRH, OST) 

ISO 
TC 194 Biological 
evaluation of medical 
devices 

  
WG 12 Sample 
Preparation and 
Reference Materials 

  

ALTERNATE:  
RAJU  G  
KAMMULA,  
(CDRH, ODE) 

PRIMARY:  
DONALD  E  
MARLOWE,  (OC, 
OSHC) 

ISO 
TC 194 Biological 
Evaluation of Medical 
Devices 

  WG 13 Toxicokinetic 
Study   

ALTERNATE:  
RONALD  P  
BROWN,  (CDRH, 
OST) 

PRIMARY:  HOAN 
MY  D  LUU,  
(CDRH, OST) 

ISO 
TC 194 Biological 
Evaluation of Medical 
Devices 

  WG 14 Material 
Characterization   

PRIMARY:  
JOSEPH  C  
HUTTER,  (CDRH, 
OST) 

ALTERNATE:  
LEROY  W  
SCHROEDER,  
(CDRH, OST) 
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ISO 
TC 194 Biological 
evaluation of medical 
devices 

  
WG 15 Strategic 
Approach to Biological 
Assessment 

  

ALTERNATE:  
RONALD  P  
BROWN,  (CDRH, 
OST) 

PRIMARY:  
MELVIN  E  
STRATMEYER,  
(CDRH, OST) 

ISO TC 198 Sterilization 
Standards Committee   WG 01 Industrial EO 

Sterilization   

ALTERNATE:  
JOHN  M  
KUCHINSKI,  
(CDRH, ODE) 

PRIMARY:  
STEVEN  E  
TURTIL,  (CDRH, 
ODE) 

ISO TC 198 Sterilization 
Standards Committee   WG 02 Radiation 

Sterlization   

ALTERNATE:  
HARRY  F  
BUSHAR,  (CDRH, 
OSB) 

PRIMARY:  
PATRICK  B  
WEIXEL,  (CDRH, 
OC) 

ISO TC 198 Sterilization 
Standards Committee   WG 03 Industrial Moist 

Heat Sterilization   

ALTERNATE:  
SUSAN  C  
GOUGE,  (CDRH, 
ODE) 

PRIMARY:  
ELIZABETH  A  
RIEGEL,  (CDRH, 
OC) 

ISO TC 198 Sterilization 
Standards Committee   WG 04 Biological 

Indicators   

ALTERNATE:  
PATRICIA  A  
FOX,  (CDRH, 
ODE) 

PRIMARY:  
JANIE  G  FULLER,  
(CDRH, OSB) 

ISO TC 198 Sterilization 
Standards Committee   WG 05 Sterilization 

Terminology   

PRIMARY:  
VICTORIA  M  
HITCHINS,  
(CDRH, OST) 

ALTERNATE:  
SHARON KAY    
LAPPALAINEN,  
(CDRH, ODE) 

ISO TC 198 Sterilization 
Standards Committee   WG 06 Chemical 

Indicators   

PRIMARY:  
JENNIFER  L  
SCHMIDT,  (CDRH, 
ODE) 
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ISO TC 198 Sterilization 
Standards Committee   WG 07 Packaging   

ALTERNATE:  
VICTORIA  M  
HITCHINS,  
(CDRH, OST) 

PRIMARY:  
CATHY  D  
NUTTER,  (CDRH, 
ODE) 

ISO TC 198 Sterilization 
Standards Committee   WG 08 Microbiological 

Methods   

ALTERNATE:  
VICTORIA  M  
HITCHINS,  
(CDRH, OST) 

PRIMARY:  
CATHY  D  
NUTTER,  (CDRH, 
ODE) 

ISO TC 198 Sterilization 
Standards Committee   WG 09   

ISO TC 198 Sterilization 
Standards Committee   WG 09 Aseptic 

Processing   

PRIMARY:  
THOMAS  J  
ARISTA,  (ORA, 
ORO) 

ISO TC 198 Sterilization 
Standards Committee   WG 10 Liquid Chemical 

Sterlization   

PRIMARY:  
CANDACE    
MCMANUS,  
(CDRH, OC) 

ISO TC 198 Sterilization 
Standards Committee   

WG 11 General Criteria 
for Sterlization 
Processes 

  

PRIMARY:  CHIU  
S  LIN,  (CDRH, 
ODE) 

ALTERNATE:  
ALLISON  A  
RODRIGUEZ,  
(ORA, NE-FO) 

ISO TC 198 Sterilization 
Standards Committee   

WG 12 Instructions for 
Reusable Device 
Reprocessing 

  

PRIMARY:  CHIU  
S  LIN,  (CDRH, 
ODE) 

ALTERNATE:  
MARTHA  T  
OLONE,  (CDRH, 
ODE) 

ISO TC 198 Sterilization 
Standards Committee   WG 13 Washer-

Disinfectors   

ALTERNATE:  
VICTORIA  M  
HITCHINS,  
(CDRH, OST) 

PRIMARY:  CHIU  
S  LIN,  (CDRH, 
ODE) 

ISO TC 198 Sterilization 
Standards Committee   

WG 40 Steam 
Sterilization Hospital 
Practices 

  

PRIMARY:  
CANDACE    
MCMANUS,  
(CDRH, OC) 

ALTERNATE:  
ELIZABETH  A  
RIEGEL,  (CDRH, 
OC) 

http://drsm-3mx/csam2/committeelist_2.cfm (57 of 71)9/21/2004 5:07:28 AM



committeelist_2.cfm

ISO TC 198 Sterilization 
Standards Committee   

WG 41 Ambulatory 
Care and Office-Based 
Steam Sterilization 

  

PRIMARY:  
CATHY  D  
NUTTER,  (CDRH, 
ODE) 

ISO TC 198 Sterilization 
Standards Committee   WG 42 Dry Heat 

Sterilization   

PRIMARY:  
ELAINE  S  
MAYHALL,  (CDRH, 
ODE) 

ISO TC 198 Sterilization 
Standards Committee   WG 43 Hospital Steam 

Sterilizer   

PRIMARY:  
JANIE  G  FULLER,  
(CDRH, OSB) 

ALTERNATE:  
ELIZABETH  A  
RIEGEL,  (CDRH, 
OC) 

ISO TC 198 Sterilization 
Standards Committee   WG 60 Sterilization 

Hospital Practices   

ALTERNATE:  
CHRISTOPHE  A  
DEMITRUS,  (ORA, 
NE-FO) 

PRIMARY:  
STEVEN  E  
TURTIL,  (CDRH, 
ODE) 

ISO TC 198 Sterilization 
Standards Committee   

WG 61 Chemical 
Sterilants Hospital 
Practices 

  

PRIMARY:  
CANDACE    
MCMANUS,  
(CDRH, OC) 

ISO TC 198 Sterilization 
Standards Committee   WG 62 Hospital EO 

Sterilizer   

PRIMARY:  
JANIE  G  FULLER,  
(CDRH, OSB) 

ALTERNATE:  
STEVEN  E  
TURTIL,  (CDRH, 
ODE) 

ISO TC 198 Sterilization 
Standards Committee   WG 63 Sterilization 

Residuals   

PRIMARY:  
WILBUR  H  CYR,  
(CDRH, OST) 

ALTERNATE:  
ANNE  D  LUCAS,  
(CDRH, OST) 

ISO TC 198 Sterilization 
Standards Committee   WG 82 

Decontamination   

ALTERNATE:  
VICTORIA  M  
HITCHINS,  
(CDRH, OST) 

PRIMARY:  
MARTHA  T  
OLONE,  (CDRH, 
ODE) 
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ISO TC 198 Sterilization 
Standards Committee   

WG 90 Microbiological 
Quality (SALs) of 
Processed Medical 
Devices 

  

ALTERNATE:  
VICTORIA  M  
HITCHINS,  
(CDRH, OST) 

PRIMARY:  
CATHY  D  
NUTTER,  (CDRH, 
ODE) 

ISO TC 198 Sterilization 
Standards Committee   WG 91 Resistometer   

PRIMARY:  
CHRISTOPHE  A  
DEMITRUS,  (ORA, 
NE-FO) 

ALTERNATE:  
ELAINE  S  
MAYHALL,  (CDRH, 
ODE) 

ISO TC 198 Sterilization 
Standards Committee   WG 92 Process 

Challenge Devices   

ALTERNATE:  
PATRICIA  A  
FOX,  (CDRH, 
ODE) 

PRIMARY:  CHIU  
S  LIN,  (CDRH, 
ODE) 

ISO TC 198 Sterilization 
Standards Committee   

WG 93 Cleaning of 
Reusable Medical 
Devices 

  

PRIMARY:  
VICTORIA  M  
HITCHINS,  
(CDRH, OST) 

ALTERNATE:  
STEVEN  E  
TURTIL,  (CDRH, 
ODE) 

ISO TC 198 Sterilization 
Standards Committee   

WG 94 Rigid 
Sterilization Container 
Systems 

  

PRIMARY:  
PATRICIA  A  
FOX,  (CDRH, 
ODE) 

ALTERNATE:  
JENNIFER  L  
SCHMIDT,  (CDRH, 
ODE) 

ISO TC 198 Sterilization 
Standards Committee   

WG 95 Water Quality 
for Reprocessing 
Medical Devices 

  

ALTERNATE:  
HENRY  S  CHAN,  
(CDRH, OHIP) 

PRIMARY:  
CANDACE    
MCMANUS,  
(CDRH, OC) 

ISO 

TC 209 Cleanrooms 
and Associated 
Controlled 
Environments 

      

PRIMARY:  
THOMAS  J  
ARISTA,  (ORA, 
ORO) 

ALTERNATE:  
CHRISTOPHE  A  
DEMITRUS,  (ORA, 
NE-FO) 
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ISO 

TC 210 Quality 
Systems and 
Corresponding 
General Aspects for 
Medical Devices 

      

ALTERNATE:  
MELVYN  R  
ALTMAN,  (CDRH, 
OST) 

PRIMARY:  
KIMBERLY  A  
TRAUTMAN,  
(CDRH, OC) 

ISO 

TC 210 Quality 
Systems and 
Corresponding 
General Aspects for 
Medical Devices 

  
WG 01 Application of 
Quality Systems to 
Medical Devices 

  

PRIMARY:  
KIMBERLY  A  
TRAUTMAN,  
(CDRH, OC) 

ALTERNATE:  
JAN    WELCH,  
(CDRH, OC) 

ISO 

TC 210 Quality 
Systems and 
Corresponding 
General Aspects for 
Medical Devices 

  

WG 02 General Aspects 
Stemming from the 
Application of Quality 
Principles to Medical 
Devices 

  

PRIMARY:  
MELVYN  R  
ALTMAN,  (CDRH, 
OST) 

ALTERNATE:  
ERIN  I  KEITH,  
(CDRH, OC) 

ISO 

TC 210 Quality 
Systems and 
Corresponding 
General Aspects for 
Medical Devices 

  WG 03 Symbols Task 
Group   

PRIMARY:  
CAROL  L  
HERMAN,  (CDRH, 
OST) 

ISO 

TC 210 Quality 
Systems and 
Corresponding 
General Aspects for 
Medical Devices 

  
WG 04 Application of 
Risk Management to 
Medical Devices 

  

ALTERNATE:  
ARTHUR  A  
CIARKOWSKI,  
(CDRH, ODE) 

PRIMARY:  
WILLIAM  H  
MIDGETTE,  
(CDRH, OST) 

ISO 

TC 212 Clinical 
Laboratory Testing 
and In Vitro 
Diagnostic Test 
Systems (NCCLS) 

      

PRIMARY:  
STEVEN  I  
GUTMAN,  (CDRH, 
OIVD) 

ALTERNATE:  
GINETTE  Y  
MICHAUD,  
(CDRH, OIVD) 

ISO 

TC 212 Clinical 
Laboratory Testing 
and In Vitro 
Diagnostic Test 
Systems (NCCLS) 

  
Working Group 4 on 
Antimicrobial 
Susceptibility Testing 

  

PRIMARY:  
SALLY  T  
SELEPAK,  (CDRH, 
OIVD) 

ISO TC 84 Luer lock 
fitting   WG 2   

ISO TC084 Medical 
Devices for Injection 

SC 1 Syringes, 
needles, and 
intravascular 
catheters for single 
use 
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ISO/
IEC     

Joint Working Group 1 
(JWG), IEC SC 62D/
ISO TC121/SC3 - Lung 
Ventilators 

  

PRIMARY:  
PETER  B  
CARSTENSEN,  
(CDRH, OHIP) 

ISO/
IEC     

Joint Working Group 2 
(JWG), IEC SC 62D/
ISO TC 121/SC 1 
Anesthesia Work 
Stations 

  

PRIMARY:  
PETER  B  
CARSTENSEN,  
(CDRH, OHIP) 

LIA Board of Directors       

NCCLS 
Area Committee on 
Alternative Site 
Testing 

Subcommittee on 
Ancillary Blood 
Glucose Testing 

    

PRIMARY:  
PATRICIA  A  
BERNHARDT,  
(CDRH, OIVD) 

ALTERNATE:  
ARLEEN  F  
PINKOS,  (CDRH, 
OIVD) 

NCCLS 
Area Committee on 
Alternative Site 
Testing 

Subcommittee on 
Physician's Office 
Laboratory Testing 

    

NCCLS 
Area Committee on 
Alternative Site 
Testing 

Subcommittee on 
Point of Care 
Connectivity 

    

PRIMARY:  
JAMES  V  
CALLAGHAN,  
(CDRH, OIVD) 

NCCLS 
Area Committee on 
Alternative Site 
Testing 

Subcommittee on 
Risk/Benefit Analysis 
of Home-Use Testing 
Products 

    

NCCLS 
Area Committee on 
Alternative Site 
Testing 

Subcommittee on 
Wellness Testing     

NCCLS Area Committee on 
Automation 

Subcommittee on 
Communication with 
Automated Systems 

    

NCCLS Area Committee on 
Automation 

Subcommittee on 
Electromechanical 
Interfaces 

    

NCCLS Area Committee on 
Automation 

Subcommittee on 
Specimen Container/
Specimen Carrier 

    

NCCLS Area Committee on 
Automation 

Subcommittee on 
System Status     

NCCLS 
Area Committee on 
Automation and 
Informatics 

      

PRIMARY:  
JAMES  V  
CALLAGHAN,  
(CDRH, OIVD) 

NCCLS 
Area Committee on 
Automation and 
Informatics 

Subcommittee on 
Specimen 
Identification 

    

PRIMARY:  
JAMES  V  
CALLAGHAN,  
(CDRH, OIVD) 

NCCLS 
Area Committee on 
Clinical Chemistry 
and Toxicology 
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NCCLS 
Area Committee on 
Clinical Chemistry 
and Toxicology 

Analysis of Body 
Fluids in Clinical 
Chemistry 

    

PRIMARY:  
KENNETH    
INGRAM JR,  
(CDRH, OIVD) 

PRIMARY:  
KENNETH    
INGRAM JR,  
(CDRH, OIVD) 

NCCLS 
Area Committee on 
Clinical Chemistry 
and Toxicology 

Stability of 
Specimens During 
Delivery and Storage 
in the Clinical 
Chemistry Laboratory 

    

PRIMARY:  
SOUSAN  S  
ALTAIE,  (CDRH, 
OIVD) 

PRIMARY:  
SOUSAN  S  
ALTAIE,  (CDRH, 
OIVD) 

NCCLS 
Area Committee on 
Clinical Chemistry 
and Toxicology 

Subcommittee 
Biochemical Bone 
Markers 

    

PRIMARY:  
CAROL  C  
BENSON,  (CDRH, 
OIVD) 

NCCLS 
Area Committee on 
Clinical Chemistry 
and Toxicology 

Subcommittee on 
Blood Alcohol Testing     

NCCLS 
Area Committee on 
Clinical Chemistry 
and Toxicology 

Subcommittee on 
Cholesterol Reference 
Material Specification 

    

NCCLS 
Area Committee on 
Clinical Chemistry 
and Toxicology 

Subcommittee on 
Determination of 
Lead 

    

NCCLS 
Area Committee on 
Clinical Chemistry 
and Toxicology 

Subcommittee on 
Electrolytes     

NCCLS 
Area Committee on 
Clinical Chemistry 
and Toxicology 

Subcommittee on 
Electrolytes 

WG on Electrolyte 
Preanalytical Variables   

NCCLS 
Area Committee on 
Clinical Chemistry 
and Toxicology 

Subcommittee on 
Erythrocyte 
Protoporphyrin 
Testing 

    

NCCLS 
Area Committee on 
Clinical Chemistry 
and Toxicology 

Subcommittee on 
Expresssion of 
Uncertainty of 
Measurement in 
Clinical Laboratory 
Medicine 

    
PRIMARY:  GENE  
A  PENNELLO,  
(CDRH, OSB) 

NCCLS 
Area Committee on 
Clinical Chemistry 
and Toxicology 

Subcommittee on GC/
MS     

PRIMARY:  TENA  
T  WEI,  (CDRH, 
OIVD) 

NCCLS 
Area Committee on 
Clinical Chemistry 
and Toxicology 

Subcommittee on 
Glycohemoglobin 
Measurements 

    

ALTERNATE:  
NINA  M  CHACE,  
(CDRH, OIVD) 

PRIMARY:  
VIVIAN  M  
CHENAULT,  
(CDRH, OST) 
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NCCLS 
Area Committee on 
Clinical Chemistry 
and Toxicology 

Subcommittee on 
Quality Control     

NCCLS 
Area Committee on 
Clinical Chemistry 
and Toxicology 

Subcommittee on 
Reference Intervals     

NCCLS 
Area Committee on 
Clinical Chemistry 
and Toxicology 

Subcommittee on 
Urine Drug Testing     

NCCLS Area Committee on 
Evaluation Protocols       

ALTERNATE:  
KRISTEN  L  
MEIER,  (CDRH, 
OSB) 

PRIMARY:  MAX  
  ROBINOWITZ,  
(CDRH, OIVD) 

NCCLS Area Committee on 
Evaluation Protocols 

Subcommittee on 
Evaluation of 
Precision 

    

NCCLS Area Committee on 
Evaluation Protocols 

Subcommittee on 
Interference Testing     

NCCLS Area Committee on 
Evaluation Protocols 

Subcommittee on 
Laboratory Statistics     

NCCLS Area Committee on 
Evaluation Protocols 

Subcommittee on 
Limits of Detection 
and Limits of 
Quantitation 

    

PRIMARY:  
MARINA    
KONDRATOVICH,  
(CDRH, OSB) 

NCCLS Area Committee on 
Evaluation Protocols 

Subcommittee on 
Linearity Performance     

NCCLS Area Committee on 
Evaluation Protocols 

Subcommittee on 
Matrix Effects     

NCCLS Area Committee on 
Evaluation Protocols 

Subcommittee on 
Preliminary 
Evaluation of 
Methods 

    

NCCLS Area Committee on 
Evaluation Protocols 

Subcommittee on 
Qualitative/Semi-
Quantitative Testing 

    

ALTERNATE:  
STEVEN  I  
GUTMAN,  (CDRH, 
OIVD) 

NCCLS Area Committee on 
Evaluation Protocols 

Subcommittee on 
Total Error     

PRIMARY:  
STEVEN  I  
GUTMAN,  (CDRH, 
OIVD) 

NCCLS Area Committee on 
Evaluation Protocols 

Subcommittee on 
Uniformity of Claims     

PRIMARY:  
STEVEN  I  
GUTMAN,  (CDRH, 
OIVD) 

TECH EXPERT:  
MAX    
ROBINOWITZ,  
(CDRH, OIVD) 
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NCCLS Area Committee on 
Evaluation Protocols 

Subcommittee on 
Unit-Use Testing     

PRIMARY:  
VERONICA  J  
CALVIN,  (CDRH, 
OIVD) 

NCCLS Area Committee on 
Evaluation Protocols 

Subcommittee on 
User Demonstration 
of Performance 

    

ALTERNATE:  
ARLEEN  F  
PINKOS,  (CDRH, 
OIVD) 

ALTERNATE:  
THOMAS  E  
SIMMS,  (CDRH, 
OIVD) 

ALTERNATE:  
GERETTA  P  
WOOD,  (CDRH, 
ODE) 

NCCLS 
Area Committee on 
General Laboratory 
Practices 

      

ALTERNATE:  
STEVEN  I  
GUTMAN,  (CDRH, 
OIVD) 

PRIMARY:  MAX  
  ROBINOWITZ,  
(CDRH, OIVD) 

NCCLS 
Area Committee on 
General Laboratory 
Practices 

Subcommittee on 
Clinical Evaluation of 
Tests 

    

NCCLS 
Area Committee on 
General Laboratory 
Practices 

Subcommittee on 
Cytologic Techniques     

NCCLS 
Area Committee on 
General Laboratory 
Practices 

Subcommittee on 
Data Management     

NCCLS 
Area Committee on 
General Laboratory 
Practices 

Subcommittee on 
Human Tissue 
Procurement and Use 
for Diagnostic and 
Pharmaceutical 
Research 

    

PRIMARY:  
LOUISE  E  
MAGRUDER,  
(CDRH, OIVD) 

NCCLS 
Area Committee on 
General Laboratory 
Practices 

Subcommittee on 
Laboratory Design     

NCCLS 
Area Committee on 
General Laboratory 
Practices 

Subcommittee on 
Microwave Ovens     

PRIMARY:  MAX  
  ROBINOWITZ,  
(CDRH, OIVD) 

NCCLS 
Area Committee on 
General Laboratory 
Practices 

Subcommittee on 
Quality Improvement     

NCCLS 
Area Committee on 
General Laboratory 
Practices 

Subcommittee on 
Training Verification     

NCCLS Area Committee on 
Healthcare Services 

Subcommittee on 
Medical Device 
Hazards and Recalls 

    

PRIMARY:  
BETTY  W  
COLLINS,  (CDRH, 
OC) 

http://drsm-3mx/csam2/committeelist_2.cfm (64 of 71)9/21/2004 5:07:29 AM



committeelist_2.cfm

NCCLS Area Committee on 
Hematology       

PRIMARY:  
LARRY  J  
BRINDZA,  (CDRH, 
OIVD) 

ALTERNATE:  
GINETTE  Y  
MICHAUD,  
(CDRH, OIVD) 

NCCLS Area Committee on 
Hematology 

Subcommittee on 
Instrumental Goals 
for Flagging 
Specimens for Blood 
Film Evaluations 

Working Group on 
Leukocyte Differential 
Counting 

  

NCCLS Area Committee on 
Hematology 

Subcommittee on 
Blood Count     

PRIMARY:  
LOUISE  E  
MAGRUDER,  
(CDRH, OIVD) 

NCCLS Area Committee on 
Hematology 

Subcommittee on 
Body Fluid Analysis     

PRIMARY:  
JOSEPHINE  M  
BAUTISTA,  
(CDRH, OIVD) 

NCCLS Area Committee on 
Hematology 

Subcommittee on 
Coagulation Testing     

ALTERNATE:  
JOSEPHINE  M  
BAUTISTA,  
(CDRH, OIVD) 

PRIMARY:  
LARRY  J  
BRINDZA,  (CDRH, 
OIVD) 

ALTERNATE:  
GINETTE  Y  
MICHAUD,  
(CDRH, OIVD) 

NCCLS Area Committee on 
Hematology 

Subcommittee on 
DNA Cytometry     

PRIMARY:  
LOUISE  E  
MAGRUDER,  
(CDRH, OIVD) 

NCCLS Area Committee on 
Hematology 

Subcommittee on 
Fetal Red Cell 
Detection 

    

NCCLS Area Committee on 
Hematology 

Subcommittee on 
Flow Cytometry     

NCCLS Area Committee on 
Hematology 

Subcommittee on 
Hemoglobinopathies     

PRIMARY:  NINA  
M  CHACE,  
(CDRH, OIVD) 

ALTERNATE:  
GINETTE  Y  
MICHAUD,  
(CDRH, OIVD) 
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NCCLS Area Committee on 
Hematology 

Subcommittee on 
Point-of-Care 
Hemostasis/
Coagulation 

    

ALTERNATE:  
VALERIE  R  
DADA,  (CDRH, 
OIVD) 

ALTERNATE:  
MARILYN  M  
LIGHTFOOTE,  
(CDRH, OST) 

PRIMARY:  
GINETTE  Y  
MICHAUD,  
(CDRH, OIVD) 

NCCLS Area Committee on 
Hematology 

Subcommittee on 
Reticulocyte Counting 
by Flow Cytometry 

    

NCCLS 
Area Committee on 
Immunology and 
Ligand Assay 

      

PRIMARY:  
MARILYN  M  
LIGHTFOOTE,  
(CDRH, OST) 

NCCLS 
Area Committee on 
Immunology and 
Ligand Assay 

  
Working Group on 
Neonatal Screening 
Programs 

  

NCCLS 
Area Committee on 
Immunology and 
Ligand Assay 

Subcommittee on 
Allergy Techniques     

NCCLS 
Area Committee on 
Immunology and 
Ligand Assay 

Subcommittee on 
Alpha-Fetoprotein     

NCCLS 
Area Committee on 
Immunology and 
Ligand Assay 

Subcommittee on 
Antiphospholipids 
Antibodies 

    

NCCLS 
Area Committee on 
Immunology and 
Ligand Assay 

Subcommittee on 
Apolipoproteins     

NCCLS 
Area Committee on 
Immunology and 
Ligand Assay 

Subcommittee on 
Clinical Evaluation of 
Immunoassays 

    

ALTERNATE:  
STEVEN  I  
GUTMAN,  (CDRH, 
OIVD) 

PRIMARY:  
THOMAS  E  
SIMMS,  (CDRH, 
OIVD) 

NCCLS 
Area Committee on 
Immunology and 
Ligand Assay 

Subcommittee on 
Clinical Immunicacids     

NCCLS 
Area Committee on 
Immunology and 
Ligand Assay 

Subcommittee on 
Digoxin     

NCCLS 
Area Committee on 
Immunology and 
Ligand Assay 

Subcommittee on 
Fluorescence 
Calibration and 
Quantitative 
Measurement of 
Fluorescence 
Intensity 

    

ALTERNATE:  
NINA  M  CHACE,  
(CDRH, OIVD) 

PRIMARY:  
LOUISE  E  
MAGRUDER,  
(CDRH, OIVD) 
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NCCLS 
Area Committee on 
Immunology and 
Ligand Assay 

Subcommittee on 
Human Chorionic 
Gonadotropin (HCG) 

    

NCCLS 
Area Committee on 
Immunology and 
Ligand Assay 

Subcommittee on 
Maternal Serum 
Screening 

    

PRIMARY:  
GERETTA  P  
WOOD,  (CDRH, 
ODE) 

NCCLS 
Area Committee on 
Immunology and 
Ligand Assay 

Subcommittee on 
PSA (Prostate 
Specific Antigen) 
Reference Materials 
Specifications 

    

NCCLS 
Area Committee on 
Immunology and 
Ligand Assay 

Subcommittee on 
Rubella Serology     

NCCLS Area Committee on 
Microbiology       

PRIMARY:  
FREDDIE  M  
POOLE,  (CDRH, 
OIVD) 

NCCLS Area Committee on 
Microbiology 

Principles and 
Procedures for Blood 
Cultures 

    

PRIMARY:  
SYBIL  A  
WELLSTOOD,  
(CDRH, OC) 

NCCLS Area Committee on 
Microbiology 

Subcommittee on 
Abbreviated 
Identification of 
Bacteria and Yeasts 

    

ALTERNATE:  
SAHAR  M  
DAWISHA,  
(CDRH, ODE) 

ALTERNATE:  
SUSAN  C  
GOUGE,  (CDRH, 
ODE) 

PRIMARY:  
MARIAN  H  
HEYLIGER,  
(CDRH, OIVD) 

ALTERNATE:  
ROXANNE  G  
SHIVELY,  (CDRH, 
OIVD) 

NCCLS Area Committee on 
Microbiology 

Subcommittee on 
Antifungal 
Susceptibility Tests 

    

NCCLS Area Committee on 
Microbiology 

Subcommittee on 
Antimicrobial 
Susceptibility Testing 

    

PRIMARY:  
SALLY  T  
SELEPAK,  (CDRH, 
OIVD) 

ALTERNATE:  
TONYA  A  
WILBON,  (CDRH, 
OIVD) 

NCCLS Area Committee on 
Microbiology 

Subcommittee on 
Antimycobacterial 
Susceptibility Testing 

    

ALTERNATE:  
ROXANNE  G  
SHIVELY,  (CDRH, 
OIVD) 
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NCCLS Area Committee on 
Microbiology 

Subcommittee on 
Antiviral 
Susceptibility Testing 

    

ALTERNATE:  
MARILYN  M  
LIGHTFOOTE,  
(CDRH, OST) 

PRIMARY:  D  K  
WRIGHT,  (CDRH, 
OIVD) 

NCCLS Area Committee on 
Microbiology 

Subcommittee on 
Culture Media     

PRIMARY:  
ROXANNE  G  
SHIVELY,  (CDRH, 
OIVD) 

NCCLS Area Committee on 
Microbiology 

Subcommittee on 
Lyme Disease     

NCCLS Area Committee on 
Microbiology 

Subcommittee on 
Methods of 
Antimicrobial 
Susceptibility Testing 
of Human 
Mycoplasma 

    

ALTERNATE:  
SOUSAN  S  
ALTAIE,  (CDRH, 
OIVD) 

ALTERNATE:  
SOUSAN  S  
ALTAIE,  (CDRH, 
OIVD) 

PRIMARY:  
TONYA  A  
WILBON,  (CDRH, 
OIVD) 

NCCLS Area Committee on 
Microbiology 

Subcommittee on 
Parasitology     

ALTERNATE:  
ROXANNE  G  
SHIVELY,  (CDRH, 
OIVD) 

PRIMARY:  
THOMAS  E  
SIMMS,  (CDRH, 
OIVD) 

NCCLS Area Committee on 
Microbiology 

Subcommittee on 
Veterinary 
Antimicrobial Test 
Development 

    

NCCLS Area Committee on 
Microbiology 

Subcommittee on 
Viral Culture     

PRIMARY:  D  K  
WRIGHT,  (CDRH, 
OIVD) 

NCCLS Area Committee on 
Molecular Methods       

PRIMARY:  
LARRY  E  
BOCKSTAHLER,  
(CDRH, OST) 

NCCLS Area Committee on 
Molecular Methods 

Molecular Diagnostic 
Methods for Genetic 
Diseases 

    

NCCLS Area Committee on 
Molecular Methods 

Subcommittee on 
Fluorescence In Situ 
Hybridization (FISH) 
Methods for Medical 
Genetics 

    

ALTERNATE:  
LOUISE  E  
MAGRUDER,  
(CDRH, OIVD) 

PRIMARY:  
GERETTA  P  
WOOD,  (CDRH, 
ODE) 
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NCCLS Area Committee on 
Molecular Methods 

Subcommittee on 
Genotyping     

PRIMARY:  
KATHLEEN  B  
WHITAKER,  
(CDRH, OIVD) 

NCCLS Area Committee on 
Molecular Methods 

Subcommittee on 
Immunohistochemical 
Procedures 

    

NCCLS Area Committee on 
Molecular Methods 

Subcommittee on 
Microarrays     

PRIMARY:  
JOSEPH  L  
HACKETT,  (CDRH, 
OIVD) 

NCCLS Area Committee on 
Molecular Methods 

Subcommittee on 
Molecular Genetics     

NCCLS Area Committee on 
Molecular Methods 

Subcommittee on 
Molecular 
Hematology 

    

NCCLS Area Committee on 
Molecular Methods 

Subcommittee on 
Molecular 
Microbology 

    

NCCLS Area Committee on 
Molecular Methods 

Subcommittee on 
Nucleic Acid 
Sequencing 

    

PRIMARY:  
MARIA  M  CHAN,  
(CDRH, OIVD) 

ALTERNATE:  
KATHLEEN  B  
WHITAKER,  
(CDRH, OIVD) 

NCCLS Area Committee on 
Molecular Methods 

Subcommittee on 
PCR-Based Assays in 
Molecular 
Hematology 

    

ALTERNATE:  
MARIA  M  CHAN,  
(CDRH, OIVD) 

PRIMARY:  
GINETTE  Y  
MICHAUD,  
(CDRH, OIVD) 

NCCLS Area Committee on 
Molecular Methods 

Subcommittee on 
Quantitative 
Molecular Diagnostics 
for Infectious 
Diseases 

    

PRIMARY:  
ROXANNE  G  
SHIVELY,  (CDRH, 
OIVD) 

ALTERNATE:  
KATHLEEN  B  
WHITAKER,  
(CDRH, OIVD) 

NCCLS Area Committee on 
Molecular Methods 

Subcommittee on 
Sample Collection     

PRIMARY:  
ROXANNE  G  
SHIVELY,  (CDRH, 
OIVD) 

NCCLS Area Committee on 
Molecular Methods 

Subcommittee on Use 
of External RNA 
Controls for the 
Quality of Gene 
Expression 
Measurements with 
Microarrays and by 
Real-Time PCR (RT-
PCR) 

    

PRIMARY:  
JOSEPH  L  
HACKETT,  (CDRH, 
OIVD) 

TECH EXPERT:  
ELIZABETH  A  
MANSFIELD,  
(CDRH, OIVD) 
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NCCLS Area Committee on 
Point of Care Testing       

PRIMARY:  
ETHAN  D  
HAUSMAN,  
(CDRH, OIVD) 

PRIMARY:  
ETHAN  D  
HAUSMAN,  
(CDRH, OIVD) 

NCCLS Board of Directors       
PRIMARY:  
LILIAN  J  GILL,  
(CDRH, OCD) 

NCCLS 

Council of the 
National Reference 
System for the 
Clinical Laboratory 
(NRSCL) 

      

NCCLS Delegate       

ALTERNATE:  
STEVEN  I  
GUTMAN,  (CDRH, 
OIVD) 

PRIMARY:  
CAROL  L  
HERMAN,  (CDRH, 
OST) 

NCCLS 
Standing Committee: 
Standards 
Management 

      

NCRPM   SC 66 Effects of 
Ultrasound     

ALTERNATE:  
GERALD  R  
HARRIS,  (CDRH, 
OST) 

PRIMARY:  
MELVIN  E  
STRATMEYER,  
(CDRH, OST) 

NEMA 
Digital Imaging and 
Communications 
Standards Committee 

  WG 15 Digital 
Mammography   

PRIMARY:  
KISHALAYA    
CHAKRABARTI,  
(CDRH, OHIP) 

NEMA 
Digital Imaging and 
Communications 
Standards Committee 

      

ALTERNATE:  
KISHALAYA    
CHAKRABARTI,  
(CDRH, OHIP) 

PRIMARY:  
LOREN  A  
ZAREMBA,  
(CDRH, ODE) 

NEMA 
Digital Imaging and 
Communications 
Standards Committee 

  WG 11 Display 
Function   

ALTERNATE:  
KISHALAYA    
CHAKRABARTI,  
(CDRH, OHIP) 

PRIMARY:  
ROBERT  J  
JENNINGS,  
(CDRH, OST) 
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NEMA NMR Technical 
Committee       

ALTERNATE:  
WILLIAM  C  
MALONEY,  
(CDRH, OC) 

PRIMARY:  
LOREN  A  
ZAREMBA,  
(CDRH, ODE) 

NFPA 
Committee on 
Hyperbaric and 
Hypobaric Facilities 

      

PRIMARY:  
CHRISTY  L  
FOREMAN,  
(CDRH, ODE) 

NFPA Laser Fire Protection 
Committee       

PRIMARY:  
JEROME  E  
DENNIS,  (CDRH, 
OC) 

RESNA Wheelchairs       

PRIMARY:  
LAUREL  S  
MENDELSON,  
(CDRH, OHIP) 

ALTERNATE:  
DONALD  M  
WITTERS JR,  
(CDRH, OST) 

RESNA Wheelchairs SC on Powered 
Wheelchair EMC     

PRIMARY:  
DONALD  M  
WITTERS JR,  
(CDRH, OST) 

SAE   

G-10 Aerospace 
Behavorial 
Engineering 
Technology 
Committee, G-10L 
Aircraft Internal 
Environment 
(Radiation) SC 

    
PRIMARY:  L 
DALE    SMITH,  
(CDRH, OC) 

UHMS Hyperbaric Chamber 
Safety Committee       

UL Medical Industry 
Standards Group       

USP 
Advisory Panel on In 
Vitro Pregnancy 
Diagnostic Kits 

      

USP Official CDRH 
Correspondent       
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