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

2) ASTM1635 : Standard Test Method for in Vitro Degradation Testing of Hydrolytically
Degradable Polymer Resins and Fabricated Forms for Surgical Implants

3) FDA HA # % : Guidance Document for Testing Biodegradable Polymer Implant Devices
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AT =) FEHIEE, BEEAEE, BmiTEE,. hUngstE 17)
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<BERE>

1) FDAG A Z > R : Guidance Document for Femoral Stem Prostheses

2) FDAT A & A
(Outdated)

3) FDAY A # A : Guidance Document for Testing Non-Articulating,
Modular Implant Components (Outdated)

4) FDAKG A &R : Class II Special Controls Guidance Document: Hip Joint Metal/Polymer

: Draft Guidance Document for Testing Acetabular Cup Prostheses.

“Mechanically Locked” |,

Constrained Cemented or Uncemented Prosthesis; Guidance for Industry and FDA
5) FDAZ 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) 1S0O 14242-1~2 : Implants for Surgery — Wear of Total Hip Joint Prostheses

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

10)

11)
12)

13)

14)

15)
16)

17)
18)

19)

20)

22)
23)

mechanical requirements

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

ISO 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
ISO 8827 : Implants for‘surgery - Staples with parallel legs for orthopaedic use —
General requirements

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

IS0 9585 : Implants for surgery — Determination of bending strength and stiffness 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) ASTM F1264 : Standard Specification and Test Methods for Intramedullary Fixation Devices

ISO 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) ASTM F136: Standard Specification for Wrought Titanium—6 Aluminum—4 Vanadium ELI (Extra

25)
26)
27)
28)
29)
30)
31)
32)
33)

34)

35)

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 : SABA 7T FBF Z UBE—5 1 B

JIS T7401-2 : SABIA 7T NAT Z UBIR-8E 2 8

JIS T7401-5 : AR A L 75 NAF Z 45855 5 B

JIS H4600 : FZ R UOFZ U EE&DRE VS

JIS H4650 : FE U RUTF & o E&DRE

ASTM F75 : Standard Specification for Cobalt-28 Chromiumf6 Molybdenum Alloy Castings
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)

ASTM F799 : Standard Specification for Cobalt—28 Chromium—6 Molybdenum Alloy Forgings
for Surgical Implants (UNS R31537, R31538, R31539)

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



36)

37)
38)

39)

40)
41)
42)
43)
44)
45)
46)
47)

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: S8 A 7T v NRSKEE S —F 15

JIS T7403-2 : SR 75 v NRASBEESE—FE 25

JIS 64303 : A7 L A%

JIS 64305 : MMEE X T v L R R KR UER#

ISO 6892 : Metallic materials — Tensile testing at ambient temperature

JIS Z 2241 : &BMELB SRR 1L ,

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

IS0 7438 : Metallic materials — Bend test

JIS 7 2248 : &BAEHITRBRIE

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

48) ASTM E855 : Standards Test Methods for Bend Testing of Metallic Flat Materials for Spring

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

Applications Involving Static Loading

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

JIS Z 2244 : By I —RAEIRBR B 5 E

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

IS0 6508-1~3 : Metallic materials —— Rockwell Hardness test

JIS Z 2245 : my 7 U x VIR S RBBR—RBFE

ASTM E18 : Standard Test Method for Rockwell Hardness of Metallic Materials
ASTM E10 : Standard Test Method for Brinell Hardness of Metallic Materials




TREZBZIZH
Lo 7272, BERFHREBERUOBRBRFEZUTIZRES NS LD T L,

L THLELEX N ATMEEE 2 RT3 &,

BB, BEEREPEND D L SERELRRBRICOV T, BEREOBEEEAEORE S,
BRSSP AT 5 2 L A T2 AEIARRBA A NBI L, £, RRP AT 258
. FOER, REEERRNE DL, '

B 3

KRR AL O BB DR O E S ST R B 5]

B O BEELEOEEICS U CLEAER 28R L, B2 EhT5 -

FREEon B D&MD

®9. RFERVRSHETMEO-DOFMER RS EREK~EBa—T (7

EH

HinfsE

s | BEHEK

3R AR

a—FT 4 TE

S—7 4 L TR R

A—F 4 S TRFVFA X

a—=7 4 U TRF L DOFEERE

a—F 4 T EOIEREE

TILE

si=

/NRILE/ BT IE

HemhEoR St

ST BTR 5 R E

PRSI WTRRE

FHEO5 | ESREL

i EEFEE

O|0|0|0IO|O0|0|0|0|O|0|0

B TE T FR HIERE

B PIEE

O

#£10. ARBEROREHEEMO =D OFMER &

<

I

ERFEEa—T 7

Al B

W
B0 |
4 | &
Al | o

FIEE BERE

REFE

TLRDHT

O

Ca/P Lt

O

X BRIEIHT

O

FABU A7 kL

BRE (TEEOSE

3) . 4)

a—F 4 T EROIEREER

a—=F4 UK

#E

BRI et

FRHY5 | BRISE

BEEIFR DHRE

B PURiE

O|0]0|0|0|0|0|0|0]|0

O :FAIXE

O*  ZHR2EW T 2H A1, REFER EROTEEII W TORSELZEE X, Uk
BEBBITDORYEEERRD L,




<BEHHE>
1) FDAK A & > & : Guidance Document for Testing Orthopedic Implants With Modified Metallic

Surfaces Apposing Bone Or Bone Cement

2) FDAG A &% s A : Guidance for Industry on the Testing of Metallic Plasma Sprayed Coatings
on Orthopedic Implants to Support Reconsideration of Postmarket Surveillance
Requirements

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

4) IS0 13779-2: Implants for surgery —— Hydroxyapatite — Part 2: Coatings of hydroxyapatite
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