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Part 13, Specification for bearing surfaces of hip joint prostheses

Implants chirurgicaux

Partie 13. Surfaces portantes des prothéses de hanches — Spécifications

Chirurgische Implantate
Teil 13, Auflageflachen von Hiiftgelenkprothesen

Foreword

This Part of this British Standard has been prepared under
the direction of the Surgical Instruments and Medical
Equipment Standards Committee at the raquest of the
British Orthopaedic Assoclation and the Department of
Health and Soclal Security.

General requirements for orthopaedic joint prostheses
may be found in BS 3631 : Part 9 and the classification,
designation of dimensions and general requirements for
total and partial hip joint prostheses may be found in
BS 3631 : Part 10,

The Parts of BS 3631 currontly published are as follows,

Part 1. Specification for basic requirements: finish,
marking and packaging

Part 2, Specification for materials for metal surgical
implants

Part 3, Specification for forged components made of
wrought stainless steel, wrought titanium and
of wrought titanium alloy

Part 4, Specification for castings made of
cubalt-chromium-molybdenum alloy

Part 6, Specification for surglical bone screws of 4 mm,
3.6 mm and 3 mm nominal sizes, countersunk
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- surfaces on bone plates, twist drills, taps and

screwdrivers

Part 6, Specification for skeletal pins and wires

Part 7. Spacification for acrylic bone cement

Part 8. - Specification for ceramic materials based
on alumina

Part 8. Specification for general requirements for
orthopaedic joint replacements

Part 10. Specification for classification, designation of
dimensions and general requirements for
partial and total hip joint roplacements

Part 11. Specification for staples for use in
orthopaedic surgery

Part 12. Classification and designation of dimensions
for knae joint prostheses

Part 13. Spaecification for bearing surfaces of hip
joint prostheses

Further Parts are in course of preparation.

Other British Standards on subjects related to orthopaedic
surgical implants are BS 3607, BS 4106 and DD 87,

Compliance with a British Standard does not of itself
confer immunity from legal obligations,
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1. Scope

This Part of BS 3631 spacifies requirements for the
bearing surfaces of those types of total and peartial hip
joint prostheses that provide a joint replacement of ball
and socket configuration, as follows:

(a) sphericity and surface finish requirements and
dimensional tolerances for metal femoral components
that are in accordance with classification (d) of

BS 3631 : Part 10 : 1982;

(b) surface finish requirements and dimensional
tolerances for plastics acetabular components that are
In accordance with classification (d)} of BS 3631 :
Part 10 ; 1982;

{c) sphericity and surface finish requirements for
metal femoral prostheses (for partial hip joint replace-
ment) that are in accordance with classification (a)

of BS 3631 : Part 10 : 1982,

NOTE. The titfes of the publications referred to in this standard
aro listed on the inside back page,

2, Total hip joint prostheses

2.1 Femoral component {in accordance with
classification (d) of BS 3631 : Part 10 : 1982)

2.1.1 Sphericity. When measured In accordance with the
minimum zone centre {MZC) method given in

BS 3730 : Part 2, the departure from roundness of the
spherlcal bearing surface of the femoral component shail
have a radial separation value not greater than that given
in tablo 1,

2,1.2 Surface finlsh, When measured in accordance with
BS 1134 : Parts 1 and 2, the spherical bearing surface
shall have an AR, value not greater than that given in
table 1,

When inspected visually under x2 magnification, the head
of the component shall be free from embedded particles,
defects with raised edges and from scratches and score

marks other than those arising from the finishing process.,

2.1.3 Dimensional tolerances, The spherical bearing
surface shall have a diameter equal to the nominal diameter
within a tolerance of + 0,0 mm, - 0.1 mm,

2.2 Plastics acetsbular component (in accordance with
classification (d) of BS 3631 : Part 10 : 1982)

2.2,1 Surface finish, When measured in accordance with
BS 1134 : Parts 1 and 2, the spherical bearing surface
shall have an A, value not greater than 2.0 pm,

When inspected with normal or corrected vision,

the bearing surface shall be free from scale, embedded
particles and from scratches and score marks other than
those arising from the finishing process,

2.2,2 Dimensional tolerances. The spherical socket shall
have a diameter equal to the nominal diameter within a
tolerance of + 0,1 mm, + 0,2 mm {i.e, it shall be oversized
within the given tolerance},

3. Metal femoral prostheses for partial hip joint
replacement (in accordance with classification (a) of
BS 3631 : Part 10 : 1982)

3.1 Sphericity, When measured in accordance with the
MZC method given in BS 3730 : Part 2, the doparture
from roundness of the spherical bearing surface of femoral
prostheses made of stainless steel, cobalt-based alloy or
titanium alloy shall have a radial separation value not
greater than 70,0 pm.

3.2 Surface finish, When measured in accordance with
BS 1134 : Parts 1 and 2, the spherical bearing surface of
femoral prostheses made of stainless stesl, cobalt-based
alloy or titanium alloy shall have an R, value not greater
than 0.6 pym,

Table 1. Sphericity and surface finish requirements for the femoral co...ponent

of total hip joint prostheses

Materia! 7 8phericity Surface roughness
{radial separation value, max,) (R 4 value, max.)
Stem length Stem length Stem length | Stem length
not more than more than not more than more than
150 mm 160 mm 160 mm 160 mm
um um ym pum
Stainless steel and cobalt-based alloys 5.0 8.0 0.06 i 0.10
Fitanlum alloy 8.0 10.0 0.10 I 0.16
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