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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