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1) IS0 13781 : Poly(L-lactide) resins and fabricated forms for surgical implants — In

vitro degradation testing
2) ASTM1635 :
Degradable Polymer Resins and Fabricated Forms for Surgical Implants
3) FDA A &2

Standard Test Method for in Vitro Degradation Testing of Hydrolvtically

: Guidance Document for Testing Biodegradable Polymer Implant Devices
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1) FDAJ A 4> A : Guidance Document for Femoral Stem Prostheses

2) FDAF A % A : Draft Guidance Document for Testing Acetabular Cup Prostheses.
(Outdated)

3) FDAZI A 5 2 2 : Guidance Document for Testing Non—Articulating, “Mechanically Locked”
Modular Implant Components (Outdated)

4) FDAH A # > A : Class 11 Special Controls Guidance Document Hip Joint Metal/Polymer
Constrained Cemented or Unceménted Prosthesis: Guidance for Industry and FDA

5) FDAK A % . A : Spinal System 510(k)s - Guidance for Industry and FDA Staff

6) ISO 21535 : Non-active surgical implants - Joint replacement implants - Specific

requirements for hip—joint replacement implants



7) IS0 7206~1~8 : Implants for surgery - Partial and total hip joint prostheses

8) 1S0 14242-1~2 : Implants for Surgery — Wear of Total Hip Joint Prostheses

9) 1SO 5838-1: Implants for surgery — Skeletal pins and wires — Partl : Material and

10)

1)
12)

13)

19)
20)

mechanical requirements

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

ASTM F366 : Standard Specification for Fixation Pins and Wires

ASTM F1091 : Standard Specification for Wrought Cobalt-20 Chromium-15 Tungsten-10
Nickel Alloy Surgical Fixation Wire (UNS R30605)

ASTM F1350 : Standard Specification for Wrought 18 Chromium—14 Nickel-2. 5 Molybdenum
Stainless Steel Surgical Fixation Wire (UNS $31673)

1SO 6475 : Implants for surgery - Metal bone screws with asymmetrical thread and
spherical under-surface - Mechanical requirements and test methods

ASTM F543 : Standard Specification and Test Methods for Metallic Medical Bone Screws
IS0 8827 : Implants for surgery — Staples with parallel legs for orthopaedic use —
General requirements

ASTM F564 : Standard Specification and Test Methods for Metallic Bone Staples

ISO 9585 : Implants for surgery - Determination of bending strength and stiffhess of
bone plates

ASTM F382 : Standard Specification and Test Method for Metallic Bone Plates

ASTM F384 : Standard Specifications and Test Methods for Metallic Angled Orthopedic

Fracture Fixation Devices

21) ASTM131264:StandardASpecification and Test Methods for Intramedullary Fixation Devices

22)
23)

IS0 5832-1~12 : Implants for surgery
ASTM F67 : Standard Specification for Unalloyed Titanium for Surgical Implant
Applications (UNS R50250, UNS R50400, UNS R50550, UNS R50700)

24)ASTMF136:StandardSpecificationforWroughtT&tanium—GA}uminum—4VanadimnELI(Extra

25)

26)

27)
28)
29)
30)
31)

Low Interstitial) Alloy for Surgical Implant Applications (UNS R56401)

ASTM F1108 : Standard Specification for Titanium—6 Aluminum~4 Vanadium Alloy Castings
for Surgical Implants (UNS R56406)

ASTM F1472 : Standard Specification for Wrought Titanium—6 Aluminum—4 Vanadium Alloy
for Surgical Implant Applications (UNS R56400)

JIS T7401-1 : SA A 75 NAF 2 A B—E 1

JIS T7401-2 : ABHA 75 FRF % AR5 2 8

JIS T7401-5 : SWBlA 7T o N BT ¥ LA E-E 5 4

JIS H4600 : F & > M UF ¥ 5O L UG

JIS H4650 : F 4 o RUF 4 &0tk

32) ASTM F75 : Standard Specification for Cobalt-28 Chromium—6 Molybdenum Alloy Castings

33)

and Casting Alloy for Surgical Implants (UNS R30075)
ASTM F90 : Standard Specification for Wrought Cobalt-20Chromium-15Tungsten—10Nickel
Alloy for Surgical Implant Applications (UNS R30605)

34) ASTM F799 : Standard Specification for Cobalt—28 Chromium—6 Molybdenum Alloy Forgings

for Surgical Implants (UNS R31537, R31538, R31539)

35) ASTM F1537 : Standard Specification for Wrought Cobalt-28-Chromium—6-Molybdenum Alioy



36)

37)
38)
39)
40)
41)
42)
43)
44)
45)
46)
47)
48)

49)
50)
51)
52)
53)
54)
55)

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

ASTM F1314 : Standard Specification for Wrought Nitrogen Strengthened 22 Chromium-13
Nickel- 5 Manganese-2.5 Molybdenum Stainless Steel Alloy Bar and Wire for Surgical
Implants (UNS $20910)

JIS T7403-1: SABlA 75 v NASES S -5 15

JIS T7403-2 : SABlA 75 v sk ES & -5 25

JIS G4303 : A5 L A4itE

JIS 64305 : (GRIEIE 2 7 o L AR} OSRE

ISO 6892 : Metallic materials - Tensile testing at ambient temperature

JIS 7 2241 : &BFES EREBR Bk

ASTM E8/E8M : Standard Test Methods for Tension Testing of Metallic Materials

IS0 7438 : Metallic materials — Bend test

JIS 7 2248 . @BAIELih T =B 5

ASTM E190 : Standard Test Method for Guided Bend Test for Ductility of Welds

ASTM E290 : Standards Test Method for Bend Testing of Material for Ductility

ASTM E855 : Standards Test Methods for Bend Testing of Metallic Flat Materials for Spring
Applications Involving Static Loading

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

JIS 7 2244 : v v b — 2 S RB—RB 1%

ASTM E92 : Standard Test Method for Vickers Hardness of Metallic Materials

ISO 6508-1~3 : Metallic materials —— Rockwell Hardness test

JIS 7 2245 : m v 7 7 = VAR X 3Bk — R BR 7 ik

ASTM E18 : Standard Test Method for Rockwell Hardness of Metallic Materials

ASTM E10 : Standard Test Method for Brinell Hardness of Metallic Materials
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CBEHE >

1) FDA A % o Z : Guidance Document for Testing Orthopedic Implants With Modified Metallic
Surfaces Apposing Bone Or Bone Cement

2) FDAK A # A : Guidance for Industry on the Testing of Metallic Plasma Spraved Coatings
on Orthopedic Implants to Support Reconsideration of Postmarket Surveillance
Requirements

3) FDA A # > % : Calcium Phosphate (Ca-P) Coating Draft Guidance for Preparation of FDA
Submissions for Orthopedic and Dental Endosseous Implants

4) 180 13779-2 - Implants for surgery — Hydroxvyapatite —— Part 2° Coatings of hydroxvapatite
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