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1) IS0 13781 0 Poly(L-Jactide) resins and fabricated lorms lor surgical implants — In

vitre degradation testing
2) ASTMIGA5 ¢ Standard Test Method Tor in Vitro Degradation Testing of Hvdrolvtically
Degradable Polvmer Resins and Fabricated Forms {or Surgical Implants

3) FBA H A4 # L % Guidance Document for Testing Biodegradable Polvmer lmplant Devices
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1) FDAZ A % 2 : Guidance Document for Femoral Stem Prostheses

2) FDAZ A % A Draft Guidance Document for Testing Acetabular Cup Prostheses.
(Outdated)

3 FDAN A % %5 Guidance Document for Testing Non—Articulating, “Mechanically Locked™
Modular implant Components (Outdatoed)

AV FDAFT 0 % 2 2 - Class 11 Special Controls Guidance Decument : Hip Joint Metal ‘Polvmer
Constrained Cemented or Uncemented Prosthesis: Guidance for [ndustry and FDA

o) FDAZ A4 4 2 Spinal System 516Gk s — Guidance for Industry and FDA Staff

G) IS0 21585 @ Non—active surgical implants ~ Joint replacement implants - Specific

requirements for hip=joint replacement implanis



7Y OISO TZ2U6-1~~¥ : lmplants [or surgery = Partial and tetal hip joint prostheses

8) 150 14242~1~2 - [mplanie for Surgery - Wear of Total lHip Joint Prostheses

9) 150 3838-1 - Implants for surgery - Skeletal pins and wires - Partl © Material and
mechanical requitements

10} ASTM F138 © Standard Specification for Wrought 18 Chromium—14 Nickel =205 Molvhdenum
Stainless Stecl Bar and Wire for Surgical Implanis (U85 $31673)

FT)YASTM 366 @ Standard Speeification [or Fixation Pins and Wires

120 ASTM F109] : Standard Specification lor Wrought Cobali-20 Chromium—15 Tungston-10
Nickel Allov Surgical Fixation Wire {(LINS R30603)

L3 ASTM 113530 - Standurd speciflication for Wrought 18 Chromium~-14 Nickel-%. & Mol vbdenum
Stainless Steel Surgical Fixation Wire (NS S31673)

L1 IS0 6175 Tmplants for surgery — Mctal bone screws with asvmmetrical thread and
spherical under—surface - Mechanical requirements and test methods

15) ASTM 543 © Standard Speeilication and Test Methods {or Metallic Medical Bone Screws

F6) IS0 8827 ¢ lmplanis for surgery - Staples with parallel legs for orthopaedic use -
General requirements

17) ASTM FF564 : Srandard Specification and Test Methods for Metallic Bone Staples

I8 IS4 9385 ¢ Implants for surgery = Determination of bending strength and stiffness of
bone plates

19 ASTM F382 : Standard Specification and Test Method for Metallie Bone Plates

20) ASTM F384 - Standard Specifications and Test Melhods for Metallic Angled Orthepedic
Fracture Fixation Devices

213 ASTMF1264 - Standard Specificalion and Test Methods for Intramedul lary Fixat ion Devices

22) IS0 a832-1~12 : lmplants for surgerv

|
o

ASTM F67 : Standard Specification for Unalloved Titanium [or Surgical Tmplant

Applications (UNS R5025C, [NS RA0100. UNS Rb0550, UNS R50700)

217 ASTMF136: Standard Specification Tor Wrought Titanium=6 Aluminum—4 Vanadium ELI (Extra
Low Interstitial) Alloy for Surgical lmplant Applicatioans (UNS R56401)

20) ASTM FL108 © Standard Specification for Titanium—6 Aluminum—4 Vanadium Alloy Castings
for Surgical Implants (UNS R56406)

260 ASTM 1472 Standard Specification for Wrought Titanium—6 Aluminum—4 Vanadium Al loy
for Surgical Implant Applications (UNS R56400)

SOIIS TTA0T-1 R 7 T o T A —E )

28D IS TH01-2 0 AAELr 75 o N F 7 RS- 0

SNIS TOR0I-6 - MBS 5 o R A AR 5

S0) HIS IM600 © F % o R UNF & o B b TiE

A1V TIS HA650 « F 7 o R URF 7 o o b

3

S2Y ASTM F73 : Standard Specification for Cobalt-28 Chromium—6 Molybdenum Alloy Castings
and Casting Alloy for Surgical Implants (UNS R30075)

331 ASTM FQO : Standard Specification for Wrought Cobalt-20Chromium=15Tungsten- 10N ckel
Alloy Tor Surgical Implant Applications (UNS R30605)

340 ASTM 1799 ¢ Standard Specilication Cor Cobal =28 Chromium—6 Molvbdenum Alloy Forgings
For Surgical Implants (UNS R31337, R31538, R31539)

350 ASTM FIAST ¢ Standard Specification [or Wrought Coba l1-28~Chromium—6-Mo | vbdenum Alloy



36)

tor surgieal Implants (UNS R31537, UNS R31538. and UNS R31539}

ASTM F1314 : Standard Specification for Wrought Nitrogen Strengthened 22 Chromium-13
Nckel- 5 Manganese-2. 3 Molvbdenum Stainless Steel Alloy Bar and Wire for Surgical
Implants (UNS §209]0)

JIS TTA03=1 0 B A 75 0 IR a e — 1 1

SIS TT08-2 0 MBS T S FRBES S0

JIS 64303 © =7 o L = g0k

JIS GA305 - fRIFAE 27 Lo b AR R TRgR A

[S0 6892 : Metallie materials ~ Tensile testing at ambient temperature

Hs 22241 - mlEA R ke B

ASTM EBE8M : Standard Test Methods for Tension Testing of Meisllic Materials
15007438 - Metallic materials — Bend test

JIS 72248 ¢ IR R bk

}ASTM E190 @ Standard Test Method for Guided Bend Test for Ductility of Welds

ASTM 290 : Standards Test Mothod {or Bend Testing of Material for Ductility

ASTM E80a ¢ Standards Test Methods for Bend Testing of Metallic Flat Materials {or Spring
Applications [nvolving Static loading

150 6507-1~4 : Metallic materials — Vickers Hardness test

JIS 7 2240 0 1 o — A B R — SR i

ASTM E9Z ¢ Standard Test Method for Vickers Hardness of MfLalliC Materials

IS0 6508=1~3 : Metallic materials —— Rockwel] Hardness test

IS 2 2245 0 0w 7 0 = LRE SR — HER B IR

ASTM ELS : Srandard Test Method Tor Rockwell Hardness of Metallic Materials

ASTM E10 @ Standard Test Method for Brinell Bardness of Mcetallic Materials
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1) FDAF A % = s Guidance Document for Test ing Orthopedic Implants With Modified Metallic

surfaces Apposing Bone Or Bone Cement
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