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B83&E 1S0 B UF ASTM

IS0 5834-1 Implants for surgery — Ultra-high-molecular-weight polyethylene
—— Part 1: Powder form
IS0 5834-2 Implants for surgery —— Ultra-high-molecular-weight polyethylene —
Part 2: Moulded forms
IS0 5834-3 Implants for surgery —— Ultra-high-molecular-weight polyethylene —
Part 3: Accelerated ageing methods
IS0 5834-4 Implants for surgery — Ultra-high-molecular-weight polyethylene —
Part 4: Oxidation index measurement method
IS0 6474 Implants for surgery — Ceramic materials based on high purity alumina
IS0 7206-2 Implants for surgery — Partial and total hip joint prostheses ——

Part 2: Articulating surfaces made of metallic, ceramic and plastics materials

[SO 7206-4 Implants for surgery — Partial and total hip joint prostheses —
Part 4: Determination of endurance properties of stemmed femoral components
[SO 7206-8 Implants for surgery — Partial and total hip joint prostheses —
Part 8: Endurance performance of stemmed femoral components with application of
torsion

[SO 7206-10 Implants for surgery — Partial and total hip joint prostheses —

Part 10: Determination of resistance to static load of modular femoral heads
IS0 10993-1 Biological evaluation of medical devices — Part 1: Evaluation and
testing
IS0 13356 Implants for surgery —— Ceramic materials based on yttria—-stabilized
tetragonal zirconia (Y-TZP)

IS0 13779-1 Implants for surgery — Hydroxyapatite — Part 1: Ceramic
hydroxyapatite

IS0 13779-4  Implants for surgery — Hydroxyapatite—Part 4: Determination of
coating adhesion strength

1SO 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

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

IS0 15732 Fine ceramics (advanced ceramics, advanced technical ceramics) —-
Test method for fracture toughness of monolithic ceramics at room temperature
by single edge precracked beam (SEPB) method

IS0 16428 Implants for surgery — Test solutions and environmental conditions

for static and dynamic corrosion tests on implantable materials and medical
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(18)

(19)

(20)

(21)

devices

ISO 16429 Implants for surgery — Measurements of open—circuit potential to
assess corrosion behavior of metallic implantable materials and medical devices
over extended time periods

ISO 18756 Fine ceramics (advanced ceramics, advanced technical ceramics) —-
Determination of fracture toughness of monolithic ceramics at room temperature
by the surface crack in flexure (SCF) method

ISO 21535 Non-active surgical implants —— Joint replacement implants —
Specific requirements for hip—joint replacement implants

ISO 24370 Fine ceramics (advanced ceramics, advanced technical ceramics) —-
Test method for fracture toughness of monolithic ceramics at room temperature

by chevron notched beam (CNB) method

(22) ASTM F603-00 Standard specification for high-purity dense aluminum oxide for

(23)

(24)

medical application

ASTM F648-07 Standard specification for ultra-high-molecular weight
polyethylene powder and fabricated form for surgical implants
ASTM F799-06 Standard specification for cobalt-28chromium—6molybdenum al loy
forgings for surgical implants (UNS R31537, R31538, R31539)

(25) ASTM F981-04 Standard practice for assessment of compatibility of biomaterials

(26)

27)

(28)

(29)

(30)

@1

for surgical implants with respect to effect of materials on muscle and bone
ASTM F1044-05 Standard test method for shear testing of calcium phosphate
coatings and metallic coatings

ASTM F1088-04a Standard specification for beta-tricalcium phosphate for
surgical implantation

ASTM F1147-05 Standard test method for tension testing of calcium phosphate
and metallic coatings

ASTM F1185-03 Standard specification for composition of hydroxylapatite for
surgical implants

ASTM F1586-02 Standard specification for wrought nitrogen strengthened 21
chromium-10 nickel-3 manganese-2.5 molybdenum stainless steel alloy bar for
surgical implants (UNS S 31675)

ASTM F1609-03 Standard specification for calcium phosphate coatings for

implantable materials

(32) ASTMF1612-95 Standard practice for cyclic fatigue testing of metallic stemmed

(33)

hip arthroplasty femoral components with torsion
ASTM F1714-96 Standard guide for gravimetric wear assessment of prosthetic

hip—-designs in simulator devices
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(34) ASTM F1801-97 Standard practice for corrosion fatigue testing of metallic
implant materials

(35) ASTM F1820-97 Standard test method for determining the axial disassembly force
of a modular acetabular device (reapproved 2003)

(36) ASTM F1978-00 Standard test method for measuring abrasion resistance of
metal lic thermal spray coatings by using the taber abraser

(37) ASTM F2003-02 Standard practice for accelerated aging of ultra—-high molecular
weight polyethylene after gamma irradiation in air

(38) ASTM F2009-00 Standard test method for determining the axial disassembly force
of taper connections of modular prostheses

(39) ASTM F2033-05 Standard specification for total hip joint prosthesis and hip
endoprosthesis bearing surfaces made of metallic, ceramic, and polymeric
materials

(40) ASTM F2102-06 Standard guide for evaluating the extent of oxidation in
ultra-high-molecular—-weight polyethylene fabricated forms intended for
surgical implants

(41) ASTM F2131-02 Standard test method for /n vitro biological activity of
recombinant human bone morphogenetic protein-2 (rhBMP-2) using the w-20 mouse
stromal cell line

(42) ASTM F2384-05 Standard specification for wrought zirconium-2.5niobium al loy
for surgical implant applications (UNS R 60901)

5.4 FDA 510k 771 & > REH:&E

(1) Class I Special Controls Guidance Document: Hip Joint Metal/Polymer Constrained
Cemented or Uncemented Prosthesis; Guidance for Industry and FDA

(2) Guidance Document for the Preparation of Premarket Notifications for Ceramic Bal |
Hip Systems

(3) Guidance for Industry on the Testing of Metallic Plasma Sprayed Coatings on
Orthopedic Implants to Support Reconsideration of Postmarket Surveillance
Requirements

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

(5) Guidance Document for Testing Orthopedic Implants with Modified Metal lic Surfaces

Apposing Bone or Bone Cement
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