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(ISO: International Organization for Standardization) ~E¥REE
SUEERFR(IEC: International Electrotechnical Commission).
BELOKEMRIEEH=(ASTM:American Society for Testing
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ISO/TC 61 Plastics

ISO/TC 106 Dentistry

ISO/TC 150 Implants for surgery

ISO/TC 168 Prosthetics and orthotics

ISO/TC 170 Surgical Instruments

ISO/TC 194 Biological and clinical evaluation of medical
devices

ISO/TC 198 Sterilization of health care products

ISO/TC 201 Surface chemical analysis

ISO/TC 210 Quality management and correspond- ing
general aspects for medical devices

ISO/TC 215 Health informatics

ISO/TC 276 Biotechnology

[EC/TC 62 Electrical equipment in medical practice

IEC/SC 62A Common aspects of electrical equipment used
in medical practice

IEC/SC 62B Diagnostic imaging equipment

2. ASTM/Committee FO4 (Medical and Surgical Materials
and Devices)[CBIF 3 /IINEES

F04.01 Division | - Resources

F04.02 Division Il - Orthopaedic Devices

F04.03 Division Il - Medical/Surgical Devices

F04.04 Division LV - Tissue Engineered Medical Products

FO4.11 Polymeric Materials

FO04.12 Metallurgical Materials

F04.13 Ceramic Materials

F04.15 Material Test Methods

F04.15.11 MR Standards

F04.16 Biocompatibility Test Methods

F04.21 Osteosynthesis

F04.22 Arthroplasty
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F04.25 Spinal Devices

F04.30 Cardiovascular Standards

F04.31 Neurosurgical Standards

F04.32 Plastic and Reconstructive Surgery

F04.32.01 Mammary Implants

F04.33 Medical/Surgical Instruments

F04.34 Urological Materials and Devices

F04.35 Gl Applications

F04.37 Implantable Hearing Devices (IHDs)

F04.38 Computer Assisted Orthopaedic Surgical Systems
F04.39 Human Clinical Trials

F04.41 Classification and Terminology for TEMPs
F04.42 Biomaterials and Biomolecules for TEMPs
F04.43 Cells and Tissue Engineered Constructs for TEMPs
FO04.44 Assessment for TEMPs

F04.45 Adventitious Agents Safety

F04.46 Cell Signaling

F04.90 Executive

F04.90.01 Strategic Planning

F04.91 Awards

F04.92 Planning

F04.93 US TAG ISO/TC 150 - Implants for Surgery
F04.94 Finance

F04.95 US TAG ISO/TC 168 - Prosthetics and Orthotics
F04.97 Editorial and Terminology
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23.I1SO/TC150DEEE= (WG) LIVEE R (SC)
TC 150 Implants for surgery
WG 7 Fundamental standards
WG 8 Breast implants
WG 10 Use and retrieval of surgical implants
WG 12 Implant coatings
SC 1 Materials
SC 1/WG 3 Ceramics
SC 1/WG 4 Metals
SC 1/WG 5 Plastics
SC 2 Cardiovascular implants and extracorporeal systems
SC 2/WG 1 Cardiac valves
SC 2/WG 3 Vascular prostheses
SC 2/WG 4 Blood gas exchangers
SC 2/WG 5 Renal replacement, detoxification and
apheresis
SC 2/WG 6 Vascular device/drug combination products
SC 2/WG 7 Cardiovascular absorbable implants
SC 3 Neurosurgical implants
SC 4 Bone and joint replacements:
SC 4/WG 1 Mechanical testing
SC 4/WG 3 Wear
SC 4/\WG 4 General requirements
SC 5 Osteosynthesis and spinal devices
SC 5/WG 1 Osteosynthesis devices
SC 5/WG 2 Spinal devices
SC 6 Active implants
SC 6/JWG 1 Cardiac pacemakers and implantable
defibrillators(JWG with IEC/SC 62D)
SC 6/WG 1 Fundamental standards
SC 6/WG 2 Effects of magnetic resonance imaging on
active implantable medical devices
SC 6/WG 3 Cochlear implants
SC 6/WG 4 Implantable infusion pumps
SC 6/WG 5 Implantable neurostimulators
SC 6/WG 6 Circulatory support devices
SC 7 Tissue-engineered medical products
SC 7/WG 1 Management of risk
SC 7/WG 2 General guideline of safety test
SC 7/WG 3 Tissue-engineered medical products for
skeletal tissues
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