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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national stand

ards

bodies (ISO member bodies). The work of preparing International Standards is normally carried 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 work.

TSOcottaborates closety with the International Etectrotechnical Commission (IEC)on ail matte
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.needed fo

s of

are
- the

different types of ISO documents should be noted. This document was drafted in accordance with the

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 document'may be the subje
patent rights. ISO shall not be held responsible for identifying any or all such patent rights. Deta

ct of
Is of

any patent rights identified during the development of the document wilkhlie'in the Introduction and/or

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 doe$

constitute an endorsement.

For an explanation on the meaning of ISO specific terms and expressions related to conformity assessn

not

hent,

as well as information about ISO’s adherence to the World Trade Organization (WTO) principles i the

Technical Barriers to Trade (TBT) see the following URD:'www.iso.org/iso/foreword.html.

The committee responsible for this document is 4SO/ TC 150, Implants for surgery, Subcommittee
Bone and joint replacements.

5C 4,
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Non-active surgical implants — Joint replacement implants

— Specific requirements for hip-joint replacement
implants

AMENDMENT 1

Page 1, Clause 2
Update the normative references with the following:

ISO 7206-1, Implants for surgery — Partial and total hip joint prostheses — Paxt 1: Classification|
designation of dimensions

ISO 7206-2, Implants for surgery — Partial and total hip joint prostheses &=-Part 2: Articulating sur|
made of metallic, ceramic and plastics materials

ISO 7206-4, Implants for surgery — Partial and total hip joint pfostheses — Part 4: Determinatig
endurance properties and performance of stemmed femoral compoenents

[SO 7206-6, Implants for surgery — Partial and total hip jointprostheses — Part 6: Endurance propé
testing and performance requirements of neck region of steitnmed femoral components

ISO 7206-10, Implants for surgery — Partial and total hip joint prostheses — Part 10: Determinati
resistance to static load of modular femoral heads

[SO 14242-1, Implants for surgery — Wear of tetal hip-joint prostheses — Part 1: Loading and displace
parameters for wear-testing machines and cgrresponding environmental conditions for test

ISO 14242-2, Implants for surgery — Wear of total hip-joint prostheses — Part 2: Methods of measure

ISO 14242-3, Implants for surgery ~=Wear of total hip-joint prostheses — Part 3: Loading and displace
parameters for orbital bearing-type wear testing machines and corresponding environmental condi
for test

ISO 14630, 2012, Non-qgctive surgical implants — General requirements

[SO 21534, 2007, Noun-active surgical implants — Joint replacement implants — Particular requiremef

Page 3, 5.222
Delete.the year and cited subclauses in the text to read:

The tolerances on the diameters of the articulating surfaces of metallic or ceramic femoral compon

and

faces

n of

rties

bn of

nment

ment

ment
Fions

ts

ents

intended to be used with ultra-high molecular weight polyethylene (UHMWPE) acetabular compor

ents

and the tolerance on the diameters of the articulating surface of UHMWPE acetabular components shall

be in accordance with ISO 7206-2.
Delete the NOTE then add the following subclauses after 5.2.2:

5.2.3 Sphericity of femoral heads and plastic acetabular components

For femoral heads of total hip replacements and for plastic acetabular components the sphericity shall

be in accordance with the requirements given in ISO 7206-2.
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5.2.4 Surface finish of femoral heads and plastic acetabular components

For femoral heads of total hip replacements and for plastic acetabular components the surface finish
shall be in accordance with the requirements given in ISO 7206-2.

Page 4, 7.2.1

Replace the text with the following sentence:

Ster:lamed femoral components of total hip replacement implants shall be tested in accordance with

ISO
Dele

Pagsd
Dele]
7.2.1
Repl

The
shal

Page
Add
7.2.3

Page
Repl

The
an i
shal
mea

Add

NOT
cong

F206-4 and shall satisfy the performance requirements given in ISO 7206-4.

te the NOTE.

4,722

te “head and” in the subheading title to read:

. Endurance properties of neck region of stemmed femoral components
ace text with the following sentence:

neck region of stemmed femoral components shall be tested in accordance with ISO 7206-6 and
satisfy the performance requirements given in ISO 7206-6.

4,723
the word “femoral” before “heads” in the subheading title, to read:

b Pull-off characteristics of femoral heads

4,724
ace the text with the following sentence:

wear characteristics of tetal hip joint replacement implants comprising a femoral component with
tegral head or a medular head articulating on a metal, ceramic or UHMWPE acetabular component,
be tested in acecordance with either ISO 14242-1 or ISO 14242-3, and the amount of wear shall be
sured in accordance with I1SO 14242-2.

the following sentence as a NOTE:

E Additional wear tests may be necessary to simulate adverse or other clinically relevant
itions. Possible test methods are included in the Bibliography.

Page 5, Clauses 9 and 10, and 11.1

Repl

ace the “—” in ISO 14630:— with the actual year “2012".
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