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Global Harmonization Task Force

Global Medical Device Nomenclature Project
Brock Heflin (OSB)

Deutsches Institut fur Normung 

AAE 9 Immunology, Serodiagnostics of Infectious 
Larry Bockstahler (OST)

and Immunological Diseases
(secretary)
European Committee for Standardization - CEN
TC 257  Symbols and information provided with 
Ann Graham (OSB)

medical devices and nomenclature for regulatory 

data exchange
Health Protection Branch

Hospital Beds
Joan F. Todd (OSB)
Irene M. Naveau (ODE)

International Commission on Illumination - CIE
Division 6 ‑ Photobiology and Photochemistry
Janusz Beer (OST)

International Electrotechnical Commission 

TC 29 Electroacoustics

WG 13 Hearing aids
vacant
Donald Witters (OST)

TC 56 Dependability
William Midgette (OST)

TC 61 Safety of household and similar electrical
Melvyn Altman (OST)

appliances

WG 16 Ultra-violet radiation
Janusz Beer (OST)
Sharon Miller (OST)

SC 61B Safety of microwave ovens
Joanne Barron (OC)
Melvyn Altman (OST)

TC 62 Electrical equipment in medical practice
Melvyn Altman (OST)
Donald M. Witters (OST)

SC 62A Common aspects of electrical equipment
Melvyn Altman (OST)
Richard V. Kaczmarek (OHIP)

used in medical practice 

WG 5 Ergonomics & graphical symbols
Peter Carstensen (OHIP)





(convenor)

WG 13 Electromagnetic compatibility
Jeffrey Silberberg (OST)





(secretary)

WG 15 Risk Management
William Midgette (OST)

WG 16 Electric hazards
vacant




WG 17 Mechanical hazards
Melvyn Altman (OST)





(expert member)

WG 18 Overheating, fire protection &
Raymond Walchle (OST)

additional hazards
(expert member)

WG 22 Programmable electrical
Joanna Weitershausen (ODE)
Paul Jones (OST)

medical  systems
(expert member)

Chairman’s Advisory Group
Peter Carstensen (OHIP)

Secretary’s Advisory Group
Melvyn Altman (OST)

SC 62B Diagnostic imaging equipment
Robert Doyle (ODE)


Working Groups—



WG 15 X-ray generators
Robert Gagne (OST)

WG 19 Mammographic anti-scatter grids &
Robert Jennings (OST)

mammographic cassettes

WG 20 Terminology
vacant

WG 23 Quality assurance; Acceptance tests
Kish Chakrabarti (OHIP)

WG 24 Interventional procedures
Robert Gagne (OST)

WG 28 Equipment for magnetic resonance
Loren Zaremba (ODE)

imaging (MRI)

WG 29 Safety of ultrasound medical diagnostic
Bruce Herman (OST)

and monitoring equipment

WG 35 Determination of MR characteristics
Loren Zaremba (ODE)


Maintenance Teams—

MT 30 Computed tomography (formerly
Stanley H. Stern (OHIP)

WG 25)

MT 31 Mammographic X-ray equipment
Kish Chakrabarti (OHIP)
Charles Gunzburg (OHIP)
(formerly WG 26)

MT 32 Requirements for X-ray source
Robert J. Doyle (ODE)
Charles Gunzburg (OHIP)

assemblies (formerly WG 18)

SC 62C Equipment for Radiotherapy, Nuclear
Peter Paras (OHIP)

Medicine and Radiation Dosimetry
(technical advisor)


WG 1 Beam Teletherapy and Particle
Robert Phillips (ODE)
Kish Chakrabarti (OHIP)

Accelerators

WG 2 Nuclear Medicine Instrumentation
Peter Paras (OHIP)
S. Andrew Kang (ODE)

WG 3 Performance of Dosemeters
H. Tom Heaton (OST)
Ralph E. Shuping (ODE)



(deputy technical advisor)

SC 62D Electromedical Equipment
Melvyn Altman (OST)
Donald M. Witters (OST)



Maintenance Teams—

MT 16 Electro-optical equipment
Neil Ogden (ODE) 

(formerly WG 4)



MT 17 High frequency surgical equipment
Kathryn Daws-Kopp (ODE)



 (formerly WG 14)

MT 18 Therapy equipment (formerly WG 2)

60601-2-5 Ultrasound  physiotherapy
Gerald Harris (OST)

equipment

60601-2-10 Nerve and muscle stimulators 
Robert J. DeLuca (ODE)
Marie Schroeder (ODE)

MT 19 Defibrillators (formerly WG 13)
Vincent Pierdominici (WEAC)
Robert Cangelosi (OHIP)








Carole Carey (ODE)

MT 20 Hemodialysis equipment 
Gema Gonzalez (ODE)
Barbara McCool (ODE)

(formerly WG 7)

MT 21 Paediatric equipment (formerly WG 9)
Nancy Pressly (OSB)

MT 22 Electromedical diagnostic and patient 

monitoring equipment (formerly WG 1)

60601-2-23 Transcutaneous partial pressure
vacant

monitoring equipment 

60601-2-25 Electrocardiographs (ECG) 
Nancy Pressly (OSB)




Multiparameter patient monitoring equipment
Carole Carey (ODE)
Kevin Milne (OST)




(cochair)

MT 23 Infusion pumps (formerly WG 8)
William M. Burdick (ODE)


MT 24 Extra-corporal lithotripsy equipment
Gerald Harris (OST)


(formerly WG 11)

MT 25 Hospital beds (formerly WG 10)
Joan F. Todd (OSB)
Irene M. Naveau (ODE)

MT 27 Luminaries for surgery and diagnosis
William Burdick (ODE)

TC 65 Industrial Process Measurement and Control

SC 65A Systems Aspects

WG 10 Functional Safety of Programmable
Paul Jones (OST)

Electronic Systems


MT 1, Software System Safety Requirements
Paul Jones (OST)


MT 2, General System Safety Requirements
Paul Jones (OST)

TC 76 Optical Radiation Safety and Laser 
Jerome Dennis (OC)

Equipment

(technical advisor)

WG 1 Optical Radiation Safety
Jerome Dennis (OC)

WG 3 Laser Radiation Measurement
Jerome Dennis (OC)





(convenor)

WG 4 Safety of Medical Laser Equipment
Jerome Dennis (OC)

WG 8 Development and Maintenance of Basic
Jerome Dennis (OC)

Standards
(convenor)

TC 77 Electromagnetic Compatibility
Jeffrey Silberberg (OST)

TC 87 Ultrasonics



WG 8 Ultrasonic Field Measurement
Bruce Herman (OST)
Gerald Harris (OST)



WG 9 Pulse-Echo Diagnostic Equipment
Hector Lopez (OST)







(convenor)

WG 12 Ultrasound Exposure Parameters
Melvin Stratmeyer (OST)
Bruce Herman (OST)

TC 106 Testing Instrumentation and Methods for
Brian Beard (OST)

Measuring Electric and Magnetic Fields Associated

With Human Exposure

U.S. Coordinating Committee on Electromagnetic
Jeffrey Silberberg (OST)

Compatibility
(secretary)

U.S. Safety Coordinating Committee (USSCC)
Jerome Dennis (OC)

International Organization for Standardization - ISO

TC 76 Transfusion, Infusion and Injection Equipment
vacant

for Medical Use (NCCLS)

TC 84 Medical Devices for Injections 
Walter Scott (OHIP)


(delegate)



WG 3 Needle Free Injectors for Medical Use -
Von Nakayama (ODE)
Stewit Bezabeh (ODE)



Requirements and Test Methods

TC 106 Dentistry (ADA)


SC 1 Filling – Filling & Restorative Materials
Kevin P. Murly (ODE)
Vasant Malshet (ODE)


SC 2 Prosthodentic Materials (Alloys Corrosion)
Pamela D. Scott (ODE)


SC 6 Dental Equipment (Dental Unit Water Lines)
Kevin P. Murly (ODE)

SC 8 Dental Implants
Angela Blackwell (ODE)


(delegate)

TC 121 Anaesthesia and Respiratory Equipment
Peter Carstensen (OHIP) 

SC 1 Breathing Attachments and Anaesthetic Machines

WG 7 Anaesthesia Workstations
vacant

WG 9 Anaesthetic Systems
Ann Graham (OSB)

SC 2 Tracheal tubes and other equipment
Ann Graham (OSB)





(secretary)

TC 150 Implants for Surgery
Donald Marlowe (OST)

WG 5 Retrieval and Analysis of Implants
Stanley Brown (OST)
Donald Marlowe (OST)

SC 1 Materials
Hany Demian (ODE)
Technical experts:






Doyle Gantt (ODE)


John Goode (ODE)


Terry Woods (OST)


SC 2 Cardiovascular Implants 
Dorothy Abel (ODE)






(convener)

WG 1 Cardiac Valves 
Sandy F.C. Stewart (OST)
Diane M. Nell (ODE)

WG 3 Vascular Prostheses
Dorothy Abel (ODE)





(convener)

WG 4 Blood/Gas Exchangers
Arthur Ciarkowski (ODE)
Ronald Robinson (OST)



WG 5 Renal Replacement, Detoxification
Gema Gonzalez (ODE)
Barbara McCool (ODE)



and Apheresis



SC 3 Neurosurgical Implants
Terry Woods (OST)

SC 4 Bone and Joint Replacements 
John Goode (ODE)

WG 1 Mechanical Testing of Components
John Goode (ODE)

WG 2 Knee Wear
John Goode (ODE)
Peter Allen (ODE)

SC 5 Osteosynthesis
Mark Melkerson (ODE)
Aric Kaiser (ODE)

WG 2 Spinal Implants
Mark Melkerson (ODE)


SC 6 Active Implants (U.S. TAG)
Mitchell Shein (ODE)
Victor Krauthamer (OST)



WG 2 Cardiac Pacemakers
Carol Carey (ODE)
Mitchell Shein (ODE)

WG 3 Cochlear Implants
Brian Beard (OST)





Teresa M. Cygnarowicz (ODE)





Victor Krauthamer (OST)





(expert members)





WG 4 Implantable Infusion Pumps
William M. Burdick (ODE)

WG 5 Implantable Neurostimulators
Steven M. Hinckley (ODE)
Victor Krauthamer (OST)

WG 6 Cardiac Ventricular Assist Devices
Michael Berman (ODE)
Jean Rinaldi (OST)

TC 157 Mechanical Contraceptives

WG 3 Intrauterine Devices
Colin Pollard (ODE)

WG 10 Latex Condoms, Minimum Burst
Colin Pollard (ODE)
Martin K. McDermott (OST)

Pressure and Burst Volume Requirements

WG 11 Latex Condoms, Packaging Integrity
Colin Pollard (ODE)
Martin K. McDermott (OST)

WG 12 Latex Condoms, Determination of the
Colin Pollard (ODE)
Martin K. McDermott (OST)

Amount of Lubricant

WG 13 Latex Condoms, Oven Treatment
Colin Pollard (ODE)
Martin K. McDermott (OST)

WG 14 Latex Condoms, Guidance on the Use
Colin Pollard (ODE)
Martin K. McDermott (OST)



of ISO 4074

TC 172 Optics and Optical Instruments
Sharon Miller (OST)

SC 5 Microscopes and Endoscopes
Mary Cornelius (ODE) 

SC 7 Ophthalmic Optics and Instruments
Robert Landry (OST)

WG 1 Terminology
David Whipple (ODE)

WG 6 Ophthalmic Instruments and Test
Robert Landry (OST)
Everette Beers (ODE)

Methods

Technical experts:








Bernard Lepri (ODE)






Sharon Miller (OST)

WG 7 Ophthalmic Implants
Donald Calogero (ODE)
Robert Landry (OST)






Technical experts:






Everette Beers (ODE)






Sherri Berman (ODE)






Bruce Drum (ODE)






Malvina Eydelman (ODE)






Robert Faaland (OST)






Bernard Lepri (ODE)






Donna Lochner (ODE)






Sharon Milller (OST)






Ralph Rosenthal (ODE)






Ming Shih (ODE)






Phyllis Silverman (ODE)

WG 9 Contact Lenses 
David Whipple (ODE)
Technical experts:






Jimmy Chen (ODE)








Bernard Lepri (ODE)






James Saviola (ODE)






Myra Smith (ODE)






Karen Warburton (ODE)


SC 9 Electro-optical systems and lasers
Robert Faaland (OST) 
Technical expert: 





(U.S. delegate)
Robert James (OST)

WG 1 Terminology and Test Methods for Lasers
Robert Faaland (OST)
Technical expert:






Dexiu Shi (ODE)

WG 2 Interfaces and System Specifications
Robert Faaland (OST)
Technical expert:

 for Lasers

Denis McCarthy (ODE)

WG 3 Safety
Robert Faaland (OST) 
Technical expert:








Dexiu Shi (ODE)

WG 4 Laser Systems for Medical Applications
Robert Faaland (OST) 
Technical expert:







Dexiu Shi (ODE)

WG 5 Laser Systems for General Applications
Robert Faaland (OST) 
Technical expert:






Robert James (OST)

WG 6 Optical Components and Their Test
Robert Faaland (OST) 
Technical expert:


Methods

Dexiu Shi (ODE)

WG 7 Electro-Optical Systems Other Than
Robert Faaland (OST) 
Technical expert:

Lasers

Robert James (OST)

TC 173 Technical Systems and Aids for Disabled or 
Laurel S. Mendelson (OHIP)

Handicapped Persons (RESNA)

SC 1 Wheelchairs
Laurel S. Mendelson (OHIP)

WG 1 Test Methods
Laurel S. Mendelson (OHIP)

WG 9 Determination of the Performance of
Laurel S. Mendelson (OHIP)

Stand-Up Type Wheelchairs

WG 10 Requirements and Test Methods for
Donald Witters (OST)
Laurel S. Mendelson (OHIP)

Electro-technical Systems for Wheelchairs

SC 3 Aids for Ostomy and Incontinence
Rao Nimmagadda (ODE)

(U.S. TAG)
TC 176 Quality Assurance and Quality Management
Kimberly Trautman (OC)


TC 194 Biological Evaluation of Medical Devices
Melvin Stratmeyer (OST)
Raju Kammula (ODE)

(U.S. TAG)

WG 1 Systematic Approach to Biological
Raju Kammula (ODE)
Melvin Stratmeyer (OST)

Evaluation and Terminology

WG 2 Degradation Aspects Related to Biological
Doyle Gantt (ODE)
Testing 

Polymers Task Force
Scott McNamee (OST)




(expert member)

WG 3 Animal Protection Aspects
Melvin Stratmeyer (OST)

WG 4 Clinical Investigations of Medical
Kimber Richter (OC)
Celia Witten (ODE)

Devices in Humans
(cochair)

WG 5 Cytotoxicity
Katharine Merritt (OST)
Nirmal Mishra (ODE)





(cochair)

WG 6 Mutagenicity, Carcinogenicity,
Nirmal Mishra (ODE)
Katharine Merritt (OST)

Reproductive Toxicity
(expert member)



WG 7 Systemic Toxicity
Melvin Stratmeyer (OST)
Katharine Merritt (OST)



Immunotoxicity Task Force
John J. Langone (OST)

WG 8 Irritation and Sensitization
Katharine Merritt (OST)
Daniel W.C. Brown (ODE)







(expert member)

WG 9 Effects on Blood
Raju Kammula (ODE)
William Letzing (ODE)







(cochair)



WG 10 Implantation
Raju Kammula (ODE)
Nirmal Mishra (ODE)

WG 11 Allowable Limits of Leachable
Ronald P. Brown (OST) 
Melvin Stratmeyer (OST)

Substances 
(cochair)



WG 12 Sample Preparation and
Donald Marlowe (OST)
Raju Kammula (ODE)

Reference Materials
(convener)

WG 13 Toxicokinetic Study 
Hoan My-Do Luu (OST)
Ronald P. Brown (OST)





(cochair)

WG 14 Material Characterization
Joseph Hutter (OST)
Leroy Schroeder (OST)






(expert member) 


WG 15 Strategic Approach to Biological
Melvin Stratmeyer (OST)
Ronald P. Brown (OST)



Assessment

TC 198 Sterilization of Health Care Products
Victoria Hitchins (OST)

(U.S. TAG)

(cochair)

WG 1 Industrial Ethylene Oxide Sterilization
vacant 
J. Michael Kuchinski (ODE)

WG 2 Radiation Sterilization
vacant
Harry Bushar (OSB)

WG 3 Moist Heat Sterilization
Chiu Lin (ODE)




WG 4 Biological Indicators 
Janie Fuller (ODE) 
Candace McManus (OC)

WG 6 Chemical Indicators
Susanna Barrett (ODE)
Candace McManus (OC)

WG 7 Packaging
Cathy Nutter (ODE)
Victoria Hitchins (OST)

WG 8 Microbiological Methods
Cathy Nutter (ODE)
Victoria Hitchins (OST)

WG 9 Aseptic Processing
John Levchuk (ODE)
WG 10 Liquid Chemical Sterilization
Susanna Barrett (ODE)
Candace McManus (OC) 


WG 11 General Criteria for Sterilization
Chiu S. Lin (ODE)

Processes



WG 12 Information for Reprocessing 
Chiu Lin (ODE)



Resterilization Devices
(expert member)



WG 13 Washer-Disinfectors 
Chiu Lin (ODE)
Victoria Hitchins (OST)







(expert member)

TC 209 Cleanrooms and Associated Controlled
vacant
Environments

TC 210 Quality Systems and Corresponding General 
Kimberly Trautman (OC)
Melvyn Altman (OST)

Aspects for Medical Devices 

WG 1 Application of Quality Systems to
Kimberly Trautman (OC)
Jan Welch (OC)

Medical Devices 

WG 2 General Aspects Stemming from the 
Melvyn Altman (OST) 
Erin Keith (OC)

Application of Quality Principles to Medical 

Devices 

WG 3 Symbols and Nomenclature
Carol L. Herman (OST)

for Medical Devices


TC 212 Clinical Laboratory Testing and In
Steve Gutman (OIVD)
Joe Hackett (OST)
Vitro Diagnostic Test Systems (NCCLS)
(voting member)
Ginette Michaud (OIVD)
International Organization for Standardization/International Electrotechnical Commission

(Joint Activities) - ISO/IEC
ISO/IEC JTC 1 Information Technology 

SC7 Software and system engineering
John Murray (OC)
Joanna Weitershausen (ODE)

ISO TC 121, SC 3/IEC SC 62A:  JWG 2 on Alarms 
Peter Carstensen ((OHIP)
ISO TC 121, SC3/IEC SC 62D:  JWG 1 Lung
Peter Carstensen (OHIP)

Ventilators


ISO TC 121, SC 1/IEC SC 62D:  JWG 2 
Peter Carstensen (OHIP)

Anaesthesia Work Stations
ISO TC 121, SC 3/IEC SC 62D:  JWG on Pulse
Sandy Weininger (OST)
Oximeters


ISO TC 150 SC 6, WG 2/IEC 62D, WG 6:  JWG 1
Mitchell Shein (ODE)
Carole Carey (ODE)

Cardiac Pacemakers


ISO TC 210/IEC SC 62A JWG 1 Application of Risk
William Midgette (OST)
Arthur Ciarkowski (ODE)

Management to Medical Devices


ISO TC 210/IEC TC 62A JWG 3 Medical
John Murray (OC)

Device Software
(technical expert)

International Society for Analytical Cytology 

Clinical and Regulatory Affairs Committee
Louise Magruder (OIVD)

International Society for CardioVascular Surgery 

Endovascular Graft (EVG) Study Committee
Dorothy Abel (ODE)

(Joint effort with Society for Vascular Surgery)

International Society of Blood Transfusion 

Automation and Data Processing WG
Joseph Jorgens (OST)

International Union of Pure and Applied Chemistry 

Quality Systems in the Clinical Laboratory Working
Kaiser Aziz (ODE)

Party (Concepts & Implementation of ISO 25 &

9000)


ADA

-
American Dental Association

RESNA   -
Rehabilitation Engineering and Assistive Technology Society of North America
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