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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standa
bodies (ISO member bodies). The work of preparing International Standards is normally carried

(E)

rds
out

through ISO technical committees. Each member body interested in a subject for which a technical
committee has been established has the right to be represented on that committee. International

organizations, governmental and non-governmental, in liaison with ISO, also take part in the w

rk.

ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of

electrotechnical standardization.

The procedures used to develop this document and those intended for its further maintenance
described in the ISO/IEC Directives, Part 1. In particular the different approval criteria geeded for
different types of ISO documents should be noted. This document was drafted in accérdance with
editorial rules of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).

Attention is drawn to the possibility that some of the elements of this documenb may be the subjec|
patent rights. ISO shall not be held responsible for identifying any or all such*patent rights. Detail
any patent rights identified during the development of the document will'be in the Introduction and
on the ISO list of patent declarations received (see www.iso.org/patents):

Any trade name used in this document is information given for the‘convenience of users and does
constitute an endorsement.

For an explanation on the voluntary nature of standardsj the meaning of ISO specific terms
expressions related to conformity assessment, as welllas information about ISO's adherence to
World Trade Organization (WTO) principles in the Te¢hnical Barriers to Trade (TBT) see the follow
URL: www.iso.org/iso/foreword.html.

This document was prepared by Technical Committee ISO/TC 150, Implants for surgery, Subcommit
SC 4, Bone and joint replacements.
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Implants for surgery — Wear of total hip-joint
prostheses —

Part 1

Loading and displacement parameters for wear-testing
machines and corresponding environmental conditions
for test

AMENDMENT 1

3.1
Add “or Figure 1 e)” at the end of the definition.

3.2

Add “or Figure 1 f)” at the end of the definition.

6.5

Add “and/or acetabular” between the words “femoral” and “component”.

Add two subfigures to Figure 1, and add two keys, and replace the title of Figure 1 “Angular moveg]ent

of femoral component and orientatién of components relative to the load line” with “Angular move

of the femoral and/or acetabulaireomponent and orientation of components relative to the load line|

make the Figure as follows:

ent
to

a) Abduction/adduction with b) Flexion/extension with femoral c) Inward/outward
femoral component moving component moving rotation
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) Orientation of acetabular e) Abduction/adduction with the f) Flexion/extension
component and femoral acetabular componentmoving with the acetabular

omponent in mid-position component moving
relative to the load line (right hip depicted)
load axis 6 adduction (through’motion of the cup/liner)

flexion/extension angle 7 abduction (through motion of the cup/liner)

abduction/adduction angle L inclination6f the polar axis of the acetabular component to the load line

inward/outward rotation angle N inclination of the face of the acetabular component equal to 60° + 3°

polar axis of acetabular oras-specified by the manufacturer
component

P ~inclination of stem axis to load line in mid-position of abduction/
adduction range

[E1 AnglesN, L, and P@respecified in 7.3 and 7.4.

[E 2  Afull configuration can either be [a) b) c¢) and d)] or [a) b) e) and f)] as the other configuration.

pure 1 — Angular movement of the femoral and/or acetabular component and orientation of
components relative to the load line
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7.4 Mount the acetabular component of the testing specimen in the test machine with the polar axis
vertical, as illustrated in Figure 1 b) or in the alternative configuration of Figure 1 f), and inclined at
an angle L, as shown in Figure 1 a) or in the alternative configuration of Figure 1 €), where L equals
30° + 3°. These two configurations are separate and cannot be mixed, so if the configuration of
Figure 1 a) is used, that of Figure 1 b) shall be used with it also. Similarly, if Figure 1 e) is used, then
Figure 1 f) shall be used with it. Alternatively, if the manufacturer specifies an angle of inclination
of the component on surgical implantation to be N, as shown in Figure 1 d), then L = (75 - N)°  3°.

Add the following NOTE at the end of 7.4 as follows:
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