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1.1.1 ISO 21535, Non—active surgical implants — Joint replacement implants — Specific requirements

for hip—joint replacement implants
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1.2.1 IS0 72062, Implants for surgery — Partial and total hip joint prostheses — Part 2: Articulating
surfaces made of metallic, ceramic and plastics materials

1.2.2 ISO 7206-4, Implants for surgery — Partial and total hip joint prostheses — Part 4:
Determination of endurance properties of stemmed femoral components

1.2.3 ISO 7206-6, Implants for surgery — Partial and total hip joint prostheses — Part 6:
Determination of endurance properties of head and neck region of stemmed femoral components

1.2.4 IS0 72068, Implants for surgery — Partial and total hip joint prostheses — Part 8: Endurance
performance of stemmed femoral components with application of torsion

1.2.5 IS0 14242-1, Implants for Surgery — Wear of total hip—joint prostheses - Part 1 : Loading
and displacement parameters for wear—testing machines and corresponding environmental
conditions for test

1.2.6 IS0 14242-2, Implants for Surgery - Wear of total hip—joint prostheses - Part 2 : Methods
of measurement

1.2.7 ASTM 2345 Standard Test Methods for Determination of Static and Cyclic Fatigue Strength of
Ceramic Modular Femoral Heads

1.2.8 ASTM F1820 Standard Test Method for Determining the Axial Disassembly Force of a Modular
Acetabular Device
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1.3.3 IS0 10993-1~18, Biological evaluation of medical devices - part 1-18
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1.4.1 IS0 5832-1, Implants for surgery — Metallic materials — Part 1: Wrought stainless steel

1.4.2 IS0 5832-9, Implants for surgery — Metallic materials — Part 9: Wrought high nitrogen

stainless steel
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3 ASTM F138 Standard Specification for Wrought 18Chromium—14Nickel-2.5Molybdenum Stainless
Steel Bar and Wire for Surgical Implants (UNS S31673)

JIS G 4303 AT o L REfiE

JIS G 4305 AREIEAEA 7 > L AR 2 Oy

JIS G 4308 A7 1 L AHkS

IS0 5832-2, Implants for surgery - Metallic materials — Part 2: Unalloyed titanium

IS0 5832-3, Implants for surgery - Metallic materials — Part 3: Wrought titanium 6—aluminium

4-vanadium alloy

.9 ASTM F67 Standard Specification for Unalloyed Titanium for Surgical Implant Applications (UNS

R50250, UNS R50400, UNSR50550, UNS R50700)

.10 ASTM F136 Standard Specification for Wrought Titanium—6Aluminum—4Vanadium ELI (Extra Low

Interstitial) Alloy for Surgical Implant Applications (UNS R56401)

.11 ASTM F620 Standard Specification for Alpha Plus Beta Titanium Alloy Forgings for Surgical

Implants

.12 ASTM F1341 Standard Specification for Unalloyed Titanium Wire UNS R50250, UNS R50400, UNS

R50550, UNS R50700, for Surgical Implant Applications

.13 ASTM F1580 Standard Specification for Titanium and Titanium—6 Aluminum—4 Vanadium Alloy

Powders for Coatings of Surgical Implants

.14 ASTM F1108 Standard Specification for Titanium—6Aluminum—4Vanadium Alloy Castings for

Surgical Implants (UNS R56406)

.15 ASTM F1813 Standard Specification for Wrought Titanium - 12 Molybdenum - 6 Zirconium -

2 Iron Alloy for Surgical Implant (UNS R58120)

.16 JIS T 7401-3 AR A 7 Z NHF X MBI . T4 6—TNAI=Uh 2—=FT 1

— X U HVEE RN

17 JIS T 7401-6 AR A 7 F 0 NHF X UME -6 . F X 15—FVUTTr H5—Va=y

L 3=TII = AEEEMA

.18 JIS H 4650 F X L R OF X 48—

19 JIS H 4670 F &% > ROF X o E54—H

.20 BS 7252 Metallic materials for surgical implants

.21 IS0 5832-4, Implants for surgery - Metallic materials — Part 4: Cobalt—chromium—molybdenum

casting alloy

.22 IS0 5832-7, Implants for surgery - Metallic materials — Part 7: Forgeable and cold-formed

cobalt—chromium—nickel-molybdenum—iron alloy

.23 ISO 5832-12, Implants for surgery - Metallic materials — Part 12: Wrought cobalt-—

chromium—molybdenum alloy

.24 ASTM F75 Standard Specification for Cobalt—28 Chromium—6 Molybdenum Alloy Castings and

Casting Alloy for Surgical Implants(UNS R30075)

.25 ASTM F90 Standard Specification for Wrought Cobalt—20Chromium—-15Tungsten—10Nickel Alloy for

Surgical Implant Applications(UNS R30605)

.26 ASTM F799 Standard Specification for Cobalt—28 Chromium—6 Molybdenum Alloy Forgings for

Surgical Implants(UNS R31537,R31538, R31539)



.27 ASTM F1537 Standard Specification for Wrought Cobalt—28Chromium—6Molybdenum Alloys for

Surgical Implants(UNS R31537, UNS R31538, and UNS R31539)

.28 ASTM F562 Standard Specification for Wrought 35Cobalt—-35Nickel-20Chromium—10Molybdenum

Alloy for Surgical Implant Applications (UNS R30035)

.29 IS0 5834-1, Implants for surgery - Ultra—high-molecular-weight polyethylene —Part 1: Powder

form

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

Moulded forms

.31 ASTM F648 Standard Specification for Ultra—-High Molecular-Weight Polyethylene Powder and
Fabricated Form for Surgical Implants

.32 ASTM F451 Standard Specification for Acrylic Bone Cement

.33 ASTM D788 Standard Classification System for Poly (Methyl Methacrylate) ( PMMA ) Molding and
Extrusion Compounds

.34 ISO 5833, Implants for surgery —— Acrylic resin cements

.35 DIN 58834 Implants for surgery; ultra—high-molecular-weight polyethylene (UHMWPE)-moulding
materials, technical specifications

.36 ISO 6474, Implants for surgery - Ceramic materials based on high purity alumina

.37 ASTM F1873 Standard Specification for High-Purity Dense Yttria Tetragonal Zirconium Oxide
Polycrystal (Y-TZP) for Surgical Implant Applications

.38 ASTM F603 Standard Specification for High-Purity Dense Aluminum Oxide for Surgical Implant
Application

.39 ASTM F1185 Standard Specification for Composition of Hydroxylapatite for Surgical Implants

.40 IS0 13356, Implants for surgery — Ceramic materials based on yttria—stabilized tetragonal
zirconia (Y-TZP)

.41 ASTM F1088 Standard Specification for Beta—Tricalcium Phosphate for Surgical Implantation

.42 IS0 13779, Implants for surgery-Hydroxyapatite — Partl: Ceramic hydroxyapatite
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.3 IS0 10993-7, Biological evaluation of medical devices - Part7: Ethylene oxide sterilization
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ISO 21534, Non—active surgical implants—Joint replacement implants—Particular requirements

ISO 14630, Non—active surgical implants General requirements

FDA GUIDANCE, “Class II Special Controls Guidance Document: Hip Joint Metal/Polymer Constrained
Cemented or Uncemented Prosthesis; Guidance for Industry and FDA”

FDA GUIDANCE (draft), “Guidance Document for Testing Non-Articulating, “Mechanically Locked”,
Modular Implant Components”

FDA GUIDANCE (draft), “Guidance Document for the Preparation of Premarket Notifications for Ceramic
Ball Hip Systems”

FDA GUIDANCE (draft), “Guidance for Industry on the Testing of Metallic Plasma Sprayed Coatings on
Orthopedic Implants to Support Reconsideration of Postmarket Surveillance Requirements”

FDA GUIDANCE (draft), “Guidance Document for Testing Orthopedic Implants with Modified Metallic

Surfaces Apposing Bone or Bone Cement”

(B BRI OB 7 1k O B %)

ISO 7206-1, Implants for surgery — Partial and total hip joint prostheses — Part 1: Classification
and designation of dimensions

ISO 13779-1, Implants for surgery - Hydroxyapatite — Part 1: Ceramic hydroxyapatite

ISO 13779-2, Implants for surgery - Hydroxyapatite — Part 2: Coatings of hydroxyapatite

IS0 13779-3, Implants for surgery - Hydroxyapatite — Part 3: Chemical analysis and characterization
of crystallinity and phase purity

ISO 13779-4, Implants for surgery - Hydroxyapatite — Part 4: Determination of coating adhesion
strength

ASTM F86 Standard Practice for Surface Preparation and Marking of Metallic Surgical Implants

ASTM F1044 Standard Test Method for Shear Testing of Calcium Phosphate Coatings and Metallic Coatings

ASTM F1147 Standard Test Method for Tension Testing of Calcium Phosphate and Metal Coatings

ASTM F1612 Standard Practice for Cyclic Fatigue Testing of Metallic Stemmed Hip Arthroplasty Femoral
Components with Torsion

ASTM F2009 Standard Test Method for Determining the Axial Disassembly Force of Taper Connections of
Modular Prostheses

ASTM F2068 Standard Specification for Femoral Prostheses - Metallic Implants

ASTM F2033 Standard Specification for Total Hip Joint Prosthesis and Hip Endoprosthesis Bearing
Surfaces Made of Metallic, Ceramic, and Polymeric Materials

ISO 7206-10, Implants for surgery — Partial and total hip—joint prostheses — Part 10: Determination

of resistance to static load of modular femoral heads
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ISO 11135, Medical devices —— Validation and routine control of ethylene oxide sterilization

ISO 11137, Sterilization of health care products —— Radiation

ISO 14160, Sterilization of single—use medical devices incorporating materials of animal origin ——
Validation and routine control of sterilization by liquid chemical sterilants

ISO 11607, Packaging for terminally sterilized medical devices

AAMI/FDS-1 TIR 27 Sterilization of health care products — Radiation sterilization —Substantiation
of 25 kGy as a sterilization dose — Method VD max

AAMI TIR 33 Sterilization of health care products — Radiation — Substantiation of a selected
sterilization dose — Method VDmax
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