QHny) Designation: F 370 — 94 (Reapproved 1999)

Standard Specification for

Proximal Femoral Endoprosthesis *

This standard is issued under the fixed designation F 370; the number immediately following the designation indicates the year of
original adoption or, in the case of revision, the year of last revision. A number in parentheses indicates the year of last reapproval. A
superscript epsilonej indicates an editorial change since the last revision or reapproval.

1. Scope C1-1985 Specification of General Requirements for a Qual-

1.1 This specification covers the materials, functional di- ity Control Prograr
mensions, and tolerances for single piece, metallic proximag pMaterials

femoral endoprosthesis. 31 Proximal f | end thesi forming to thi
1.2 In recognition of many broad and varied uses of such ™ roximal teémoral endoprosthesis contorming o this

prostheses, many options are included. A variety, but no pecification shall be made of a material conforming to one of

necessarily all, of the options are illustrated in Fig. 1. Lilg(glowing Specifications: F 55, F75, F136, F138, or

1.3 The values stated in inch-pound units are to be regarded . .
3.2 Proximal femoral endoprostheses made from stainless
as the standard. - .
steel or titanium alloy forgings shall conform to one of the
2. Referenced Documents following, as applicable; Specifications F 620 or F 621.

2.1 ASTM Standards:

F 55 Specification for Stainless Steel Bar and Wire for
Surgical Implant$

F 75 Specification for Cast Cobalt-Chromium-Molybdenum
Alloy for Surgical Implant Application%

F 86 Practice for Surface Preparation and Marking of Me
tallic Surgical Implant$

4. Dimensions

4.1 Proximal femoral endoprosthesis conforming to this
specification shall be fabricated in accordance with the toler-
ances indicated for specific dimensions illustrated in Fig. 2 of
this specification. Where tolerances are not indicated for
dimensions the following tolerances shall apply:

F 136 Specification for Wrought Titanium 6A1-4V ELI Fractional dimen- +¥eain. (0.40 mm)
Alloy for Surgical Implant App|i0ati0n% Decimal dimensions +0.005 in. (0.13 mm)

F 138 Specification for Stainless Steel Bar and Wire for Angles +2° .
Surgical Implants (Special Qualiﬁ/) Metric dimensions +0.5 mm (0.019 in.)

F 601 Practice for Fluorescent Penetrant Inspection of Mes, Finish and Marking
tallic Surgical Implant$

F 620 Specification for Titanium 6A1-4V ELI Alloy Forg-
ings for Surgical Implants

F 621 Specification for Stainless Steel Forgings for Surgicag

5.1 Proximal femoral endoprosthesis conforming to this
specification shall be finished in accordance with Practice F 86.
5.2 Permanent identification marking on proximal femoral
ndoprostheses conforming to this specification shall be in

Implantg : - -
F 629 Practice for Radiography of Cast Metallic Surgical?oﬁﬁglfl?r?gn.ce with F983. Such markings shall include the
Implantg '

5.2.1 Head size (spherical diameter)
5.2.2 Stem length

5.2.3 Manufacturer’s hame and/or logo
5.2.4 Lot number or serial number
5.2.5 Catalogue number

F 983 Practice for Permanent Marking of Orthopedic Im-
plant Components

F 1108 Specification for Cast Titanium 6A1-4V Alloy for
Surgical Implant$

2.2 ASQC Standard:

6. Quality Program Requirements

6.1 The manufacturer shall maintain a quality program,
such as, for example, is defined in the ASQC C1-1985.
6.2 Nondestructive inspection, as appropriate to the method
of manufacturer, shall be used to ensure prostheses quality.
1 This specification is under the jurisdiction of ASTM Committee F-4 on Medical Fluoresc_ent penetrant ms_pectlon .and radlography, when used,
and Surgical Materials and Devices, and is the direct responsibility of SubcommitteShall be in accordance with Practices F 601 and F 629 respec-

F04.22 on Arthroplasty. tively.
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FIG. 1 Proximal Femoral Endoprosthesis—Typical Examples
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SPHERICAL DIAMETER

= .200 mm {.0075")
EXTRACTCR HOLE OPTIONAL
7.937 mm DIA (.3125")
IF APPLICABLE. THREADED
EXTRACTOR OPTIONAL

FENESTRATIONS
OPTIONAL

SKIRT
CONFIGURATION

STEM OPTIONAL

CONFIGURATION
CPTIONAL

STEM LENGTH

+3.175 mm (.1250")
=76.350 mm (.2500")

FIG. 2 Typical Features and Tolerances for Proximal Femoral
Endoprostheses

APPENDIX
(Nonmandatory Information)

X1. (RATIONALE)

X1.1 This standard specification describes the basic feaand to include reference to relevant ASTM standards passed
tures of classic femoral prostheses used for hemiarthroplasty sfnce its last revision. In accordance with reflecting industry
the hip (commonly termed endoprostheses). This specificatiopractice for this class of prostheses, primary dimensions are
applies to prostheses of fixed head construction only. listed in inch-pound units.

X1.2 More detailed requirements for this class of hip X1.3 This standard is not meant to be perfect but to serve
implant, including those of modular and bi-polar construction,until the comprehensive standards are ready. When the com-
are currently under development as part of comprehensivprehensive standards for hip prostheses are complete, F 370
physical and performance standards for all hip prostheses. Thigill be balloted for withdrawal.
revision of F 370 is intended to reflect current industry practice

The American Society for Testing and Materials takes no position respecting the validity of any patent rights asserted in connection
with any item mentioned in this standard. Users of this standard are expressly advised that determination of the validity of any such
patent rights, and the risk of infringement of such rights, are entirely their own responsibility.

This standard is subject to revision at any time by the responsible technical committee and must be reviewed every five years and
if not revised, either reapproved or withdrawn. Your comments are invited either for revision of this standard or for additional standards
and should be addressed to ASTM Headquarters. Your comments will receive careful consideration at a meeting of the responsible
technical committee, which you may attend. If you feel that your comments have not received a fair hearing you should make your
views known to the ASTM Committee on Standards, 100 Barr Harbor Drive, West Conshohocken, PA 19428.

This standard is copyrighted by ASTM, 100 Barr Harbor Drive, West Conshohocken, PA 19428-2959, United States. Individual
reprints (single or multiple copies) of this standard may be obtained by contacting ASTM at the above address or at 610-832-9585
(phone), 610-832-9555 (fax), or service@astm.org (e-mail); or through the ASTM website (http://www.astm.org).



