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Foreword

ISO (the International Organization for Standardization) and
IEC (the International Electrotechnical Commission) together
form a system for worldwide standardization as a whole.
National bodies that are members of ISO or IEC participate in
the development of International Standards through technical
committees established by the respective organization to deal
with particular fields of technical activity. ISO and IEC technical
committees collaborate in fields of mutual interest. Other inter-
national organizations, governmental and non-governmental,
in liaison with ISO and IEC, also take part in the work.

This Guide was drawn up by the ISO Committee on conformity
assessment, ISO/CASCO. It was approved by the IEC Council
in August 1988 and by the ISO Council in September 1988.

The documents produced by CASCO are issued as Guides and
follow the general rules for development and promulgation of
ISO and IEC standards except that they are the result of a con-
sensus reached within a Council committee, endorsed by the
ISO Council and the IEC Council.

The work of ISO/CASCO in preparing Guides relating to cer-
tification, assessment and testing, uses as a basis the principles
established in ISO/IEC Guide 16, Code of principles on third
party certification systems and related standards.

Guide 16 recognizes that third party certification systems
should, to the extent possible, be based on internationally
agreed standards and procedures. While recognizing the major
role of manufacturers’ declaration of conformity through nor-
mal manufacturer/customer relationship, Council resolutions
have emphasized the preparation of guidance documents on
third party certification and assessment procedures in order
that national systems may be compatible with one another so
as to facilitate bilateral and multilateral agreements.

Whilst these documents are intended to provide guidance, it is
hoped that any changes from the documents made in intro-
ducing systems nationally would be minimal. In recognizing
that some countries may choose to adopt the Guides directly,
they are written to enable this to be done by including words
such as “shall” to indicate those aspects which desirably would
be mandatory. The overriding basis that the document is in-
tended to provide guidance holds good.
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While this emphasis on creating the infrastructure for mutual
recognition covers most of the work of ISO/CASCO, notice
has to be taicen that a further objective is to create the basis for
an international certification system in due course, if found to
be required. Some ISO/CASCO documents relate to the devel-
opment of rules for such a system.

It is recognized that there are already well established certifi-
cation systems, e.g. in the electrotechnical field, which have
been developed with the aim of facilitating trade and which are
functioning satisfactorily in the spirit of relevant ISO/IEC
Guides.
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Introduction

Certification programmes” utilizing elements of a supplier’s
quality assurance system can be very effective for both the sup-
plier and the certification body in achieving certification in a
timely and cost-effective manner and in assuring that products
continuously conform to standards.

The process involves close collaboration between a third party
certification body and suppliers in the industry sector for whose
products the programme was developed. This collaboration in-
volves using prescribed elements of the supplier’s quality
assurance system under a qualification and certifier audit pro-
cedure to fulfil some needs of the certification programme,
with all remaining needs being provided by the third party cer-
tification body. The quality system elements selected may be
drawn from one or more standards which detail differing levels
of quality systems.

Certification programmes can take many forms, including some
that do not utilize a supplier's quality assurance capability.
There is no inference in this Guide that one form of certification
programme is superior to another. Further, when a certification
body has several forms of certification programmes available
for a class of product, the supplier must have the right to
choose the form of programme under which he wishes to apply
for certification.

This Guide is based on the understanding that persons using it
to develop certification programmes are familiar with the prin-
ciples and practices covered by the ISO 9000 series of Inter-
national Standards and/or other appropriate standards on
quality systems. The elements selected from these standards
should be tailored to meet the specific needs of the certification
programme. It is also understood that persons using this Guide
will be familiar with and utilize, in addition to the programme
aspects described herein, the specific product standard(s) in-
volved and the more general certification and follow-up pro-
visions such as those contained in ISO/IEC Guide 28.

1) The term “certification programme’’ is used here to cover the same concept as ‘‘certification scheme’” (ISO/IEC Guide 2, definition 14.2).
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ISO/IEC GUIDE 53 : 1988 (E)

An approach to the utilization of a supplier’s quality system

in third party product certification

1 Scope

1.1 This Guide outlines a general approach by which certifi-
cation bodies wishing to do so can develop and apply product
certification programmes utilizing elements of suppliers’ quality
systems.

1.2 The forms of programmes espoused by this Guide are for
conformity certification of products only and in all cases involve
the following as principles :

a) assessment of a supplier’'s capability to manufacture
consistently a product conforming to the relevant
standard(s);

b) testing or comparable evaluation of the product to the
satisfaction of the certification body to determine com-
pliance with the requirements of the standard;

c) application of a suitable follow-up service to assure
ongoing conformity of products manufactured by the sup-
plier;

d) control of the mark and/or name of the certification
body.

1.3 Within certification programmes it is possible for third
party certification bodies to develop a variety of certification
procedures to meet the needs of suppliers having a wide range
of quality assurance capabilities. Those suppliers with the least
demonstrated capabilities in this regard could be involved in
certification procedures where the greatest number of steps in
the total certification programme would be carried out by the
certification body. Those suppliers with highly developed
quality systems could process a large number of the steps re-
quired by the certification programme under a system of on-
going auditing by the certification body. Whatever the form of
programme that is developed, the certification body reserves
the authority to certify or not to certify any product manufac-
tured by the supplier. A certification body may at its discretion
specify programme criteria in addition to those described
herein.

2 References

ISO/IEC Guide 2 : 1986, General terms and their definitions
concerning standardization and related activities.

ISO/IEC Guide 28 : 1982, General rules for a model third-party
certification system for products.

1ISO 9000 : 1987, Quality management and quality assurance
standards — Guidelines for selection and use.

ISO 9001 : 1987, Quality systems — Model for quality
assurance in design/development, production, installation and
servicing.

ISO 9002 : 1987, Quality systems — Model for quality
assurance in production and installation.

ISO 9003 : 1987, Quality systems — Model for quality
assurance in final inspection and test.

ISO 9004 : 1987, Quality management and quality system
elements — Guidelines.

3 Definitions

The relevant definitions of ISO/IEC Guide 2 apply. In addition,
for the purposes of this Guide, the following definition applies.

supplier : The party that is responsible for the product, pro-
cess or service and is able to ensure that quality assurance is
exercised. The definition may apply to manufacturers, dis-
tributors, importers, assemblers, service organizations, etc.

4 Steps in developing a programme

4.1 Deciding on the form of programme

The programme is developed by the certification body to meet
the needs of individual suppliers, a certain sector of industry or
several industry sectors which have reached an acceptable level
in their knowledge and application of quality assurance prac-
tices.

The elements of the quality system practices commonly
employed within the industry sector are examined and those
elements which can be applied to achieve the needed certifi-
cation programme are incorporated into the programme
criteria.

NOTE — Information on the elements of quality systems can be found
in the ISO 9000 series or in similar national documents of some
countries.
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4.2 The three phases in the implementation of a
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certification programme

All forms of product certification programmes within the scope
of this Guide consist of the following three phases :

a) qualification;
b) certification;

c) follow-up.

5 The qualification phase

5.1 In this phase the supplier is assessed to see if he qualifies
in meeting all parts of the certification process which he is re-
quired to fulfil under the particular certification programme.

5.2 To facilitate the assessment, a programme data form is
developed which contains pertinent information needed to be
acquired from the applicant. Two examples of such forms, one
fairly simple and one more complex, with regard to the number
of quality system elements involved in the programme, are
shown in annexes A and B.

5.3 Depending upon the nature of the programme being
developed and the degree to which the programme will utilize a
supplier’'s quality system, the certification body may require a
supplier to have a minimum level of successfully demonstrated
experience with the certification body in the production of con-
forming products before the supplier is permitted to apply for
product certification under the programme.

5.4 An applicant completes the form and returns it to the cer-
tification body. An evaluation of the responses provides an ex-
cellent indication of whether or not the applicant is likely to
qualify as a programme participant. Clarifications required by
either party are obtained by the quickest available form of com-
munication.

5.5 Following clarifications, a date is arranged for a visit to
the applicant’s plant. The certification body’s assessement
team should contain persons knowledgeable in

a) the applicable product standard(s);
b) appropriate laboratory procedures and techniques;
c) assessment procedures;

d) the quality system elements included in the pro-
gramme.

5.6 The matters to be investigated by the assessment team at
the supplier’s plant will vary widely depending upon the degree
to which the supplier is to be involved in the certification pro-
cess. Normally, however, the assessment team shall take the
following actions :

a) in general, ascertain that all information provided in the
programme data form is correct;

supplier has the necessary

uic
equipment, staff and facilities for carrying out the tasks
assigned to him for his participation in the certification pro-
gramme;
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c) have the supplier demonstrate his capability to test

samples so as to assure conformity with the specific pro-
duct standard(s) used in the programme; this may involve
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verification of test results by the certification body;

d) ensure that those quality elements that must be carried
out by the supplier as part of the certification programme
are being properly performed; also, that the necessary safe-
guards to ensure that they will continue to be properly per-
formed are in place.

5.7 Following the visit to the factory by the certification
body’s assessment team, a report on the team’s findings is
prepared and submitted together with the completed appli-
cation to the responsible persons or group in the certification
body to determine whether and under what conditions the ap-
plicant may be qualified. If the information is found to be com-
plete and acceptable, the applicant is so informed in writing.

5.8 A supplier can be qualified for additional product
categories only after another assessment specifically directed
to the new product category has been successfully completed.

5.9 All the facilities involved in the process of developing a
product covered under a certification programme, whether part
of the supplier’s organization or not, must be evaluated by
representatives of the certification body.

6 The certification phase

6.1 The action to be taken for certification will depend upon
the type of programme developed. Following the qualification
phase, the supplier may, for example, need to apply for cer-
tification each time he desires a new product to be certified.
The certification process will then be implemented as described
in the programme and the prescribed elements of the supplier’s
quality system will be included in that process. See also
clause 7c).

6.2 As afirst example, a simple procedure may be based only
upon acceptance of test data generated by the supplier's
laboratory, i.e. only those elements required for assessment of
the supplier’s testing facilities and practices are involved in the
qualification (see annex A). In such a case, after its qualification
the laboratory would be visited by a representative of the cer-
tification body to

a) witness all types of tests; or
b) witness some types of tests; or

c) review the supplier’s test results;

and if found to be in order, to accept them.
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