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resulted in the publication of a new edition of the Malaysian Standard. 
 
Confirmed MS:  A Malaysian Standard that has been reviewed by the responsible 
committee and confirmed that its contents are current. 
 
Amendment: A process where a provision(s) of existing Malaysian Standard is altered.  The 
changes are indicated in an amendment page which is incorporated into the existing 
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NATIONAL FOREWORD 
 
 
The adoption of the ISO Standard as a Malaysian Standard was recommended by the 
Working Group on Joint Replacement Implants under the authority of the Industry Standards 
Committee on Medical Devices and Facilities for Healthcare. 
 
This Malaysian Standard is identical with ISO 21534:2007, Non-active surgical implants - 
Joint replacement implants - Particular requirements, published by the International 
Organization for Standardization (ISO). However, for the purposes of this Malaysian 
Standard, the following apply: 

a) in the source text, "this International Standard" should read "this Malaysian Standard";  
 

b) the comma which is used as a decimal sign (if any), to read as a point; and 
 

c) reference to International Standards should be replaced by corresponding Malaysian 
Standards as follows: 

 
Referenced International Standards  Corresponding Malaysian Standards 

 
ISO 14155-1, Clinical investigation of 
medical devices for human subjects - Part 
1: General requirements 
 
ISO 14630, Non-active surgical implants - 
General requirements 
 

 MS ISO 14155-1, Clinical investigation of 
medical devices for human subjects - Part 1: 
General requirements 
 
MS ISO 14630, Non-active surgical implants 
- General requirements 
 

Compliance with a Malaysian Standard does not of itself confer immunity from legal 
obligations. 
 
NOTE. IDT on the front cover indicates an identical standard i.e. a standard where the technical content, structure, 
and wording (or is an identical translation) of a Malaysian Standard is exactly the same as in an International 
Standard or is identical in technical content and structure although it may contain the minimal editorial changes 
specified in clause 4.2 of ISO/IEC Guide 21-1. 
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