
 

 

 

 

 

Reference number
ISO 14602:2010(E)

© ISO 2010
 

 

 
 

INTERNATIONAL 
STANDARD 

ISO
14602

Second edition
2010-04-15

Non-active surgical implants — Implants 
for osteosynthesis — Particular 
requirements 

Implants chirurgicaux non actifs — Implants pour ostéosynthèse — 
Exigences particulières 

 

This is a preview of "ISO 14602:2010". Click here to purchase the full version from the ANSI store.This is a preview of "ISO 14602:2010". Click here to purchase the full version from the ANSI store.This is a preview of "ISO 14602:2010". Click here to purchase the full version from the ANSI store.This is a preview of "ISO 14602:2010". Click here to purchase the full version from the ANSI store.

http://webstore.ansi.org/RecordDetail.aspx?sku=ISO%2014602:2010&source=preview
https://webstore.ansi.org/RecordDetail.aspx?sku=ISO%2014602:2010&source=preview
https://webstore.ansi.org/Standards/ISO/ISO146022010&source=preview
https://webstore.ansi.org/Standards/ISO/ISO146022010?source=preview


ISO 14602:2010(E) 

PDF disclaimer 
This PDF file may contain embedded typefaces. In accordance with Adobe's licensing policy, this file may be printed or viewed but 
shall not be edited unless the typefaces which are embedded are licensed to and installed on the computer performing the editing. In 
downloading this file, parties accept therein the responsibility of not infringing Adobe's licensing policy. The ISO Central Secretariat 
accepts no liability in this area. 

Adobe is a trademark of Adobe Systems Incorporated. 

Details of the software products used to create this PDF file can be found in the General Info relative to the file; the PDF-creation 
parameters were optimized for printing. Every care has been taken to ensure that the file is suitable for use by ISO member bodies. In 
the unlikely event that a problem relating to it is found, please inform the Central Secretariat at the address given below. 

 

 COPYRIGHT PROTECTED DOCUMENT 
 
©   ISO 2010 
All rights reserved. Unless otherwise specified, no part of this publication may be reproduced or utilized in any form or by any means, 
electronic or mechanical, including photocopying and microfilm, without permission in writing from either ISO at the address below or 
ISO's member body in the country of the requester. 

ISO copyright office 
Case postale 56 • CH-1211 Geneva 20 
Tel.  + 41 22 749 01 11 
Fax  + 41 22 749 09 47 
E-mail  copyright@iso.org 
Web  www.iso.org 

Published in Switzerland 
 

ii © ISO 2010 – All rights reserved
 

 

This is a preview of "ISO 14602:2010". Click here to purchase the full version from the ANSI store.This is a preview of "ISO 14602:2010". Click here to purchase the full version from the ANSI store.This is a preview of "ISO 14602:2010". Click here to purchase the full version from the ANSI store.This is a preview of "ISO 14602:2010". Click here to purchase the full version from the ANSI store.

http://webstore.ansi.org/RecordDetail.aspx?sku=ISO%2014602:2010&source=preview
https://webstore.ansi.org/RecordDetail.aspx?sku=ISO%2014602:2010&source=preview
https://webstore.ansi.org/Standards/ISO/ISO146022010&source=preview
https://webstore.ansi.org/Standards/ISO/ISO146022010?source=preview


ISO 14602:2010(E) 

© ISO 2010 – All rights reserved iii
 

Contents Page 

Foreword ............................................................................................................................................................iv 
Introduction.........................................................................................................................................................v 
1 Scope ......................................................................................................................................................1 
2 Normative references............................................................................................................................1 
3 Terms and definitions ...........................................................................................................................1 
4 Intended performance...........................................................................................................................1 
4.1 General ...................................................................................................................................................1 
4.2 Intended purpose ..................................................................................................................................2 
4.3 Functional characteristics ....................................................................................................................2 
4.4 Intended conditions of use...................................................................................................................3 
5 Design attributes ...................................................................................................................................3 
6 Materials .................................................................................................................................................4 
7 Design evaluation..................................................................................................................................4 
7.1 General ...................................................................................................................................................4 
7.2 Pre-clinical evaluation...........................................................................................................................4 
7.3 Clinical evaluation .................................................................................................................................4 
7.4 Post-market surveillance......................................................................................................................4 
8 Manufacturing........................................................................................................................................5 
9 Sterilization ............................................................................................................................................5 
10 Packaging...............................................................................................................................................5 
11 Information supplied by manufacturer................................................................................................5 
11.1 General ...................................................................................................................................................5 
11.2 Labelling .................................................................................................................................................5 
11.3 Instructions for use ...............................................................................................................................5 
11.4 Restrictions on combinations..............................................................................................................5 
11.5 Marking on implant................................................................................................................................5 
11.6 Marking for special purposes ..............................................................................................................5 
Annex A (informative)  Correspondence of the clauses of this International Standard to the 

fundamental principles outlined in ISO/TR 14283..............................................................................6 
Annex B (informative)  ISO standards referring to implants and associated instruments found 

acceptable through clinical use for given applications in osteosynthesis.....................................7 
Annex C (informative)  ISO Standards referring to materials found acceptable through proven 

clinical use ...........................................................................................................................................10 
Annex D (informative)  Standards related to testing and design evaluation ...............................................12 
Bibliography......................................................................................................................................................13 
 

This is a preview of "ISO 14602:2010". Click here to purchase the full version from the ANSI store.This is a preview of "ISO 14602:2010". Click here to purchase the full version from the ANSI store.This is a preview of "ISO 14602:2010". Click here to purchase the full version from the ANSI store.This is a preview of "ISO 14602:2010". Click here to purchase the full version from the ANSI store.

http://webstore.ansi.org/RecordDetail.aspx?sku=ISO%2014602:2010&source=preview
https://webstore.ansi.org/RecordDetail.aspx?sku=ISO%2014602:2010&source=preview
https://webstore.ansi.org/Standards/ISO/ISO146022010&source=preview
https://webstore.ansi.org/Standards/ISO/ISO146022010?source=preview


ISO 14602:2010(E) 

iv © ISO 2010 – All rights reserved
 

Foreword 

ISO (the International Organization for Standardization) is a worldwide federation of national standards 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. ISO collaborates closely with the 
International Electrotechnical Commission (IEC) on all matters of electrotechnical standardization. 

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2. 

The main task of technical committees is to prepare International Standards. Draft International Standards 
adopted by the technical committees are circulated to the member bodies for voting. Publication as an 
International Standard requires approval by at least 75 % of the member bodies casting a vote. 

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent 
rights. ISO shall not be held responsible for identifying any or all such patent rights. 

ISO 14602 was prepared by Technical Committee ISO/TC 150, Implants for surgery, Subcommittee SC 5, 
Osteosynthesis and spinal devices. 

This second edition cancels and replaces the first edition (ISO 14602:1998), which has been technically 
revised. 
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Introduction 

In general, non-active surgical implants for osteosynthesis are used in trauma treatment or corrective surgery. 
They maintain the reduction of fractured bones and stabilize bony (or adjacent) structures to allow bone 
healing or fusion and/or to provide support or correction. When they have achieved their objective, the 
implants are either retrieved or left in situ. 

This International Standard, in addition to the requirements in ISO 14630, provides a method for addressing 
the fundamental principles in ISO/TR 14283 as they apply to non-active surgical implants for osteosynthesis. 
Annex A shows the correspondence between the clauses of this International Standard and those of 
ISO/TR 14283:2004. 

This International Standard also provides a method of demonstrating compliance with the relevant essential 
requirements (ERs) as outlined in general terms in Annex 1 of European Council Directive 93/42/EEC of 
14 June 1993 concerning medical devices, amended by Directive 2007/47/EC of 5 September 2007, as they 
apply to non-active surgical implants for osteosynthesis. It might also assist manufacturers to comply with the 
requirements of other regulatory bodies. 

Alternative methods of demonstrating compliance might be acceptable, in particular with respect to implants 
which have demonstrated satisfactory long-term clinical performance. 

There are three levels of standard concerned with non-active surgical implants and related instrumentation. 
For the implants themselves, there are the following levels, with level 1 being the highest: 

⎯ level 1: general requirements for non-active surgical implants; 

⎯ level 2: particular requirements for families of non-active surgical implants; 

⎯ level 3: specific requirements for types of non-active surgical implants. 

Level 1 standards contain requirements that apply to all non-active surgical implants. They also indicate that 
additional requirements are given in the level 2 and level 3 standards. 

Level 2 standards, such as this International Standard, contain requirements that apply to a more restricted 
set or family of non-active surgical implants. This International Standard is a Level 2 standard that lays down 
particular requirements for non-active surgical implants for osteosynthesis that are in addition to those general 
requirements stated in ISO 14630 for non-active surgical implants. It is to be applied in conjunction with 
ISO 14630. 

Level 3 standards, such as those listed in the annexes, apply to specific types of implant within a family of 
non-active surgical implants, in this case particular types of non-active surgical implant for osteosynthesis. 

To address all requirements for a specific implant, it is advisable that the standard of the lowest available level 
be consulted first. 

NOTE The requirements in this International Standard correspond to international consensus. Individual or national 
standards or regulatory bodies can prescribe other requirements. 
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