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@ IS0 IS0 13488:1996(E) 

Foreword 

IS0 (the International Organization for Standardization) is a worldwide 
federation of national standards bodies (IS0 member bodies). The work of 
preparing International Standards is normally carried out through IS0 
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. IS0 
collaborates closely with the International Electrotechnical Commission 
(IEC) on all matters of electrotechnical standardization. 

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. 

International Standard IS0 13488 was prepared by Technical Committee 
lSO/TC 210, Quality management and corresponding general aspects for 
medical devices. 
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IS0 13488: 1996(E) 0 IS0 

Introduction 

IS0 9002 is a general standard defining quality system requirements. 
IS0 13488 provides particular requirements for suppliers of medical 
devices that are more specific than the general requirements specified in 
IS0 9002. 

In conjunction with IS0 9002, this International Standard defines 
requirements for quality systems relating to the production, installation and 
servicing of medical devices. It embraces all the principles of good 
manufacturing practice (GMP) widely used in the manufacture of medical 
devices. It can only be used in combination with IS0 9002 and is not an 
independent standard. 

There are a wide variety of medical devices and some of the particular 
requirements of this International Standard only apply to named groups of 
medical devices. These groups are described in clause 3. 

Other International Standards specify more detailed particular requirements 
that are additional to those specified here. Suppliers should review the 
requirements and consider using the relevant International Standards in 
these areas. 

To assist in the understanding of the requirements of this International 
Standard, an international guidance standard is being prepared. 
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INTERNATIONAL STANDARD @ IS0 IS0 13488:1996(E) 

Quality systems - Medical devices - Particular 
requirements for the application of IS0 9002 

1 Scope 

This International Standard specifies, in conjunction with IS0 9002, the quality system requirements for the 
production and, when relevant, installation and servicing of medical devices. 

This lnternational Standard, in conjunction with IS0 9002, is applicable when there is a need to assess a medical 
device supplier’s quality system. 

As part of an assessment by a third party for the purpose of regulatory requirements, the supplier may be required 
to provide access to confidential data in order to demonstrate compliance with this International Standard. The 
supplier may be required to exhibit these data but is not obliged to provide copies for retention. 

NOTE - In this International Standard the term “if appropriate” is used several times. When a requirement is qualified by this 
phrase, it is deemed to be “appropriate” unless the supplier can document a justification otherwise. A requirement is 
considered “appropriate” if its non-implementation could result in 

- the product not meeting its specified requirements, and/or 

- the supplier being unable to carry out corrective action. 

2 Normative references 

The following standards contain provisions which, through reference in this text, constitute provisions of this 
International Standard. At the time of publication, the editions indicated were valid. All standards are subject to 
revision, and parties to agreements based on this International Standard are encouraged to investigate the 
possibility of applying the most recent editions of the standards indicated below. Members of IEC and IS0 maintain 
registers of currently valid International Standards. 

IS0 8402:1994, Quality management and quality assurance - Vocabulary. 

IS0 9002:1994, Quality systems - Model for quality assurance in production, installation and servicing. 

IS0 11137:1995, Sterilization of healthcare products - Requirements for validation and routine control - Radiation 
sterilization. 

3 Definitions 

For the purposes of this International Standard, the definitions given in IS0 8402 apply, with the exception that the 
definition of “product” as given in IS0 9002 applies. On addition, the following definitions apply. 

NOTE - These definitions should be regarded as generic, as definitions provided in national regulations may differ slightly. 
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