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Foreword

This British Standard was prepared under the direction of
the Surgical Instruments and Medical Equipment Standards
Committee at the request of the Department of Health
and Soclal Security.

Orthopaedic Joint prostheses are required to transmit load
and translate motlon, frequently under highly stressed
conditlons. The task of preparing standards to cover all
eventualities Is complicated by the limited range of
blologlcally suitable materials. The components of joint
prostheses are ideally required to function from the time
of implantation for the remainder of a patient's life span.
This introduces difficulties In testing suitable materials,
because accelerated laboratory studies presant major
problems and there are difficulties in evaluating the
strasses Imposed on joint prostheses during use,

The objectivas of this Part of BS 3631, togather with
other Parts In course of preparation, relating to joint
prostheses, are to provide a framework within which

Page

Figures
1. Typical non-constrained bicondylar total knee

joint prosthesis with intra-medullary stems 2
2. Typical non-constrained bicondylar total knee

joint prosthesis with linked components and

patella bearing surface {optional) 3
3. Typical non-constrained unicondylar knee joint

prosthesis 4
4. Typical partially constrained total knee joint

prosthesis with intra-medullary stems ]
6. Typlcal fully constralned total knee Joint

prothesis with intra-medullary stems 6

survelllance of manufacture can be instituted, and standard
specifications for components can be developed.

The insertion and removal of a prosthesis during trial
fitting at the time of operation can damage the prosthesis.
For this reason, a test prosthesls should be utilized in
trial reduction of the joint, except for those prostheses
that have features or anclllary items designed to protect
the bearing areas of the prosthesis. It is important that,
once implantation has been completed, the prosthesis
should not be reused after removal.

Requirements for acrylic bone cement may be found in
BS 3631 : Part 7, general requirements for orthopaedic
joint prostheses may be found in BS 3631 : Part 9, and
the classification, designation of dimensions and require-
ments for hip Joint prostheses may be found in BS 3631 :
Part 10,

Further consideration is to be given to other types of
partial and total joint prosthusas.

Compliance with a British Standard does not of itself confer immunity from legal obligations,
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British Standard
Surgical implants

Part 12, Classification and designation of dimensions for knee joint prostheses

1. Scope

This Part of BS 3531 classifies knee joint prostheses in
which one or both bearing surfaces of at least one
compartment are replaced and specifies the designation of
dimensions.
The following are excluded:

(a) components of tho patella;

(b) prostheses that include a floating joint interposition,

NOTE. The publications referred to in this standard are {isted
on the Insido back cover.

2, Definitions

For the purposes of this Part-of BS 3631 the following
definitions apply.

2.1 unicondylar knee joint component, Prosthesls
deslgned to replace the bearing surface of one condyle
of elther the femur or the tibla,

2.2 bicondylar knee joint component. Prosthesis
dosigned to replace the bearing surfaces of both condyles
of elther the femur or the tibla.

NOTE, In surgical practice unlcondylar componeants may be used
either for unicondylar replacemants, for unicompartmental
replacemants or for total replacemonts, whyroas ganerally
bicondylar components are used only for total knes joint
roplacements.

2.3 unicondylar partial replacement of the knee joint.
Procedure of replacing the bearing surface of one condyle
{normally of the tibla).

2.4 unicompartmental partial roplacement of the knee
joint. Procedure of replacing the bearing surfaces of the
contiguous condyles of the femur and tibla in one
compartment of the knee,

2,6 total replaceinent of the knee joint, Procedure of
replacing the fernoral and tiblal bearing surfaces In both
compartments ot the knee.

NOTE. Provision for articulation with the patella may or may not
be provided.

2.6 non-constrained total knee joint prosthasis. A total
knee joint prosthesis In which there is no mechanical
attachmant between the tiblal and femoral components
and that allows movement In three planes (see figures 1,
2 and 3).

2,7 partially-constrained total knee joint prosthesis.
A total knee Joint prosthesis In which there Is some
mechanical constralnt between the tiblal and femoral
components and that allows movement in more than
one plane (see figure 4),

2,8 fully-constrained total knee joint prosthesis. A total
knee Joint prosthesis in which the two parts are
mechanically articulated and that allows movement
principally in one plane (see figure B).

2.9 effective bone resection distance. Minimum distance
between resected surfaces of the femur and/or tibia in
contact with the plateau(x) of the prosthesis.

2,10 stem. Part of bicondylar component designed to
enter the medullary cavity (see figures 1, 4 and 5;
dimensions ¢t and f).

2.11 femoral stem angle. The acute angle betwean the
axis of the femoral stem and the perpendicular to the
implant plateau as viewed In the antero-posterior direction.
2.12 tibial stem angle. The acute angle between the axis
of the tibial stem and the perpendicular to the implant
plateau as viewed in the antero-posterior direction.

2,13 intra-condylar projection. Portion of condylar
component for locating and fixing the component in the
condyle (see figures 2 and 3; dimensions t, and f,).
2.14 overall width, Maximum dimension in the
transverss plane (see figures 1, 2, 3 and 4; dimension w).
2,16 overall depth, Maximum dimension in the antero-
posterlor plane with the joint fully extended

{see figures 1, 2, 3 and 4; dimension d).

2.16 implant plateau. That part of the component in
contact with transected bone and/or bone cement.

2,17 bone plateau. Transected surface of the bons that
may be In contact with the plateau of the component.

2.18 patelle besring surface. Surface that is intended to
articulate with the patella or resurfacing component of
the gatalla.

2.19 bearing surface. Those areas through which load is
transmitted from the femoral to the tiblal component.

3. Classification
3.1 Prostneses used to replace some or all of the bearing
surfacus In the knee joint shall be classified as follows:
(a) unicondylar (see figure 3):
(1) femoral;
(2) tibial;
(b) blcondylar (see figures 1, 2, 4 and B):
(1) femoral;
(2) tiblal.
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