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1-International organization for Standardization

2-International Electro technical Commission

3-International Organization for Legal Metrology (Organization International de Metrologie Legal)
4-Contact point

5-Codex Alimentarius Commission
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ISO 21534: 2007, Non-active surgical implants — Joint replacement implants — Particular
requirements
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Determination of endurance properties of stemmed femoral components
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2-7  1SO 14630, Non-active surgical implants — General requirements

1-Performance



2-8 ISO 14879-1, Implants for surgery — Total knee-joint prostheses — Part 1:
Determination of endurance properties of knee tibial trays

2-9 I1SO 14155-1, Clinical investigation of medical devices for human subjects — Part 1:
General requirements
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1-Mean centre
2- Radial separation
3-Load actions
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1- Stiffness

2-Avrticulating

3-Endurance

4-Treatments

5-Indication

6-Contra indication

7-Creep resistance

8-Rupture

9- Ultra-high molecular weight polyethylene
10-Surface roughness
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1-Galvanic
2- Non-articulating bearing surfaces of implants
3-Computerized axial tomography
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1-Surveillance
2-Survival analysis
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- ISO 5833, Implants for surgery — Acrylic resin cements

- ISO 5834-1, Implants for surgery — Ultra-high-molecular-weight polyethylene — Part 1:
Powder form

- ISO 5834-2, Implants for surgery — Ultra-high-molecular-weight polyethylene — Part 2:
Moulded forms

- ISO 6474, Implants for surgery — Ceramic materials based on high purity alumina-
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[6] 1ISO 7207-1, Implants for surgery — Components for partial and total knee joint
prostheses — Part 1: Classification, definitions and designation of dimensions
[7] 1SO 7207-2, Implants for surgery — Components for partial and total knee joint
prostheses — Part 2: Articulating surfaces made of metal, ceramic and plastics materials
[8] ISO/TR 9325, Implants for surgery — Partial and total hip joint prostheses —
Recommendations for simulators for evaluation of hip joint prostheses
[9] ISO/TR 9326, Implants for surgery — Partial and total hip joint prostheses — Guidance
for laboratory evaluation of change of form of bearing surfaces
[10] ISO 9583, Implants for surgery — Non-destructive testing — Liquid penetrant
inspection of metallic surgical implants
[11] ISO 14243-3, Implants for surgery — Wear of total knee-joint prostheses — Part 3:
Loading and displacement parameters for wear-testing machines with displacement control
and corresponding environmental conditions for test
[12] ASTM F3703), Standard Specification for Proximal Femoral Endoprosthesis
[13] ASTM F6043), Specification for Silicone Elastomers Used in Medical Applications
[14] ASTM F746, Standard Test Method for Pitting or Crevice Corrosion of Metallic Surgical
Implant Materials
[15] ASTM F897, Standard Test Method for Measuring Fretting Corrosion of Osteosynthesis
Plates and Screws
[16] ASTM F997, Standard Specification for Polycarbonate Resin for Medical Applications
[17] ASTM F1147, Standard Test Method for Tension Testing of Calcium Phosphate and
Metal Coatings 3) Since withdrawn.
[18] ASTM F1185, Standard Specification for Composition of Hydroxylapatite for Surgical
Implants
[19] ASTM F1223, Standard Test Method for Determination of Total Knee Replacement
Constraint
[20] ASTM F1357, Standard Specification for Articulating Total Wrist Implants
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[21] ASTM F1378, Standard Specification for shoulder prosthesis

[22] BS 6324-1, Terms relating to surgical implants — Part 1: Glossary of general medical
terms

[23] BS 6324-2, Terms relating to surgical implants — Part 2: Glossary of terms relating to
mechanics

[24] BS 6324-3, Terms relating to surgical implants — Part 3: Glossary of terms relating to
materials

[25] BS 6324-4, Terms relating to surgical implants — Part 4: Glossary of orthopaedic
surgical terms

[26] BS 6324-5, Terms relating to surgical implants — Part 5: Guidance on the usage of the
terms “varus” and “valgus” in orthopaedic surgery

[27] NF S 94-065, Materials for surgical implants — Dosage of arsenic, mercury, calcium and
lead coatings based on calcium phosphate

[28] NF S 94-167 Implants for surgery — Artificial ligaments

[29] Measurement Good Practice No 41; National Physical Laboratory, Teddington, UK

[30] ISO 7206-2, Implants for surgery — Partial and total hip joint prostheses — Part 2:
Articulating surfaces made of metallic, ceramic and plastics materials
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