PUBLICLY ISO/PAS
AVAILABLE 17005
SPECIFICATION

First edition
2008-07-01

Conformity assessment —:Use of
management systems — Principles and
requirements

Evaluation de la conformité — Utilisation des systémes de
management — Principes et exigences

-_— Reference number
= — ISO/PAS 17005:2008(E)

©1S0 2008


https://standardsiso.com/api/?name=a015bcae2302c63064d7e6cafbbe59d9

ISO/PAS 17005:2008(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

© 1S0O 2008

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. +412274901 11

Fax +41 22749 09 47

E-mail copyright@iso.org

Web www.iso.org
Published in Switzerland

ii © ISO 2008 — All rights reserved


https://standardsiso.com/api/?name=a015bcae2302c63064d7e6cafbbe59d9

ISO/PAS 17005:2008(E)

Contents Page
o] =NV o iv
e Yo 11T o) T \'
1 £ T o - PSSP PSUR- S IPPRR 1
2 NOIrMative referenCeS ..o e e smn e e s e e e e e smme e e e me e padan y Fen e e e ensmmeeas 1
3 Terms and definitions.........cooooiiiiicee e e e e b 1
4 Background and principles for writing management system requirements in CASCO

Lo Lo T W 4 =Y o N 1 S S 1
an L= o = T 0 A S 1
4.2 Quality management system requirements in CASCO documents -, . .eeeiicienninciennnnnns frenininee 2
43 Principles for writing management system requirements in CASCO documents............|............ 2
5 Requirements for management systems ...........cccociiniiccn i freenn 3
51 L= 01T - PP SR 3
5.2 Obligatory requUIirements ........cccocceceiiiiinniiirirr s T fr e 3
583 Recommended requirements ..........cccoccimriiiiiiciissee st cne e e e msne e s e smmne e e e s s frn e s nennnnn 4
Annex A (informative) Applying ISO 9001 requirements as management system requirements {o

ensure ongoing fulfilment of ISO/CASCO standards by accreditation bodies and

conformity assessment bodies ... e G riiinmmriri e f e 5
(=] 1 0 [T'e o T - o] 172 F 12

© 1SO 2008 — All rights reserved


https://standardsiso.com/api/?name=a015bcae2302c63064d7e6cafbbe59d9

ISO/PAS 17005:2008(E)

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
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'nmental, in liaison with ISO, also take part in the work. ISO collaborates closely with(t
hal Electrotechnical Commission (IEC) on all matters of electrotechnical standardization.

hal Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.
task of technical committees is to prepare International Standards. Draft International Standar

hal Standard requires approval by at least 75 % of the member bodies casting '@ vote.

Circumstances, particularly when there is an urgent market requirement for such documents,
committee may decide to publish other types of document:

O Publicly Available Specification (ISO/PAS) represents an agreément between technical experts
O working group and is accepted for publication if it is approved by more than 50 % of the membsg
b parent committee casting a vote;

O Technical Specification (ISO/TS) represents an agreement between the members of a technid
hittee and is accepted for publication if it is approved by 2/3 of the members of the committee casti

a)

c.

AS or ISO/TS is reviewed after three years in order to decide whether it will be confirmed for
ee years, revised to become an International Standard, or withdrawn. If the ISO/PAS or ISO/TS

hal Standard or be withdrawn.

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

17005 was prepared-by.the ISO Committee on conformity assessment (CASCO).

by the technical committees are circulated to the member bodies for voting~Publication as @n

, it is reviewed again after a further three years, at which time it must either be transformed into an
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In 2001, the ISO Council asked its policy committee on conformity assessment (CASCO) to study and prepare
a group of common elements for application in future ISO documents on conformity assessment. Subsequent
to this request, ISO/CASCO approved the formation of Working Group 23, Common elements in ISO/IEC
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ne working group has identified several common elements, including among others
impartiality (ISO/PAS 17001),
confidentiality (ISO/PAS 17002),
complaints and appeals (ISO/PAS 17003),
disclosure of information (ISO/PAS 17004), and
management systems (ISO/PAS 17005).

nis Publicly Available Specification addresses the “managenient’systems” element that occurs in m
O/IEC Guides and International Standards on conformity assessment.

nis Publicly Available Specification covers the agreed’ principles on the inclusion of manageme
quirements, and also provides requirements clauses intended to be included in future Int
andards on conformity assessment.

his Publicly Available Specification is intended to apply to the drafting of documents on ¢
sessment by ISO/CASCO.

ause 4 contains statements that'are intended to orientate ISO/CASCO working groups in the
eating requirements to address.management systems in their documents.

he requirements to be inserted into future ISO/CASCO documents that cover the common e

management systems’~are detailed in Clause 5. ISO/CASCO has adopted a common stry

esentation of requirements. Requirements should be grouped under one or more of the following h
General reqgdirements;
Structurakrequirements;

Resource requirements;

any of the

Nt system
ernational

onformity

ir task of

ement of
cture for
padings:

e)

D + +
NTULT oo TCUYUITTITITTINS,

Management system requirements.

As such, each of the common elements will have requirements related to it grouped under one or more of the
headings given in a) to e).

This Publicly Available Specification is not intended to become a future International Standard. At the end of
three years after the date of publication, it is expected this Publicly Available Specification will be withdrawn
and its contents incorporated as appropriate in relevant ISO/CASCO normative and guidance documents.
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Conformity assessment — Use of management systems —
Principles and requirements
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Scope

nis Publicly Available Specification specifies principles and requirements for the element of ma
stems as it relates to standards for conformity assessment.

is an internal tool for use in the ISO standards development process by ISO/CASCO working gro
nsidering the element of management systems in preparation of their documents.

nis Publicly Available Specification is not intended to be used directly in.conformity assessment acti

Normative references

e following referenced documents are indispensable for the application of this document. §
ferences, only the edition cited applies. For undated.references, the latest edition of the r
cument (including any amendments) applies.

O/IEC 17000, Conformity assessment — Vocabulary and general principles

Terms and definitions
br the purposes of this document, the terms and definitions given in ISO/IEC 17000 apply.

DTE The use of the term “bedy” in this Publicly Available Specification means either an accreditation
nformity assessment body ds defined in ISO/IEC 17000.

ASCO documents

1 General

11, * Management systems are a recognized tool to support the consistent fulfilment of require

Background-and principles for writing management system requirements in

nagement

ups when

vities.

For dated
eferenced

body or a

ments for

b A H d-tbai ¢ HWH H
otatesS-afatheH-acttesS:

4,

m

4,

1.2 It is recognized that “management system” is a broad term, and can be characterized as being a
system to establish policy and objectives and to achieve those objectives (as defined in ISO 9000). A

anagement system can be orientated to cover different needs that are not limited to quality.

1.3 Within CASCO documents, management system requirements may cover any of these needs
depending on the scope of the document being developed.

41.4 However, when drafting such requirements, CASCO working groups shall apply the ISO/IEC
Directives and the contents of this Publicly Available Specification.
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4.1.5 It is recognized that in some fields specific management system requirements already exist, such as
ISO 9001 for quality management systems and ISO 14001 for environmental management systems. CASCO
working groups shall not write management system requirements that contradict these established

requirements where they exist.

4.1.6  Within conformity assessment activities, the management system is an internal mechanism to ensu

re

consistent fulfilment of requirements by bodies and their activities. It is generally understood that management
systems are integral tools in achieving this fulfilment of requirements. Therefore, CASCO documents may
include requirements for management systems as part of their overall requirements related to conformity

assessment.

41.7 sessment of whether a body or activity conforms to requirements may in some cases inclu
assessmegnt of the fulfiiment of management system requirements. This occurs when the, CASC
requirements include management system requirements.

4.1.8 nless fulfilment of all the requirements of a specific management system standard is explici

included Within a set of CASCO requirements, fulfilment of those CASCO requirements shall*not be present
as fulfilment of a specific management system standard.

4.2 Qupality management system requirements in CASCO documents

421 As a basis for writing management system requirements in CASCO_documents, it is recognized th
an International Standard on quality management systems already exists, .e.-1SO 9001.

4.2.2 lf|is possible through definition of applicability provisions within the scope of a quality manageme
system, as allowed for in 1SO 9001:2000, Clause 7, for the quality management system to be utilized
ensure the consistent fulfilment of conformity assessment requirements.

4.2.3 Thus a quality management system that includes ‘such a statement in the scope and fulfils t
requirements of ISO 9001 may be used by bodies to ensute that they consistently fulfil conformity assessme
requiremegnts (see Annex A for further information).

4.2.4 Bodies that choose to have a qualitysmanagement system that fulfils all of the requirements

ISO 9001 shall gain benefit from this fulfilment-and be able to use that same quality management syste,

unless otherwise explicitly specified by the CASCO document, to meet any conformity assessme
requirements that cover quality management systems.

4.3 Principles for writing management system requirements in CASCO documents

Taking info consideration the tbackground information specified in 4.1 and 4.2 above, the following principl
apply to CASCO working,groups when drafting management system requirements in CASCO documents:

a) wherpver a management system is deemed necessary, CASCO documents should include manageme
systgm requiréments;

b) CASCO“documents may recommend the fulfilment of requirements in I1SO 9001 for the qual
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management system, with more detail where needed;

c) management system requirements in CASCO documents are not intended to conflict with the related

requirements in ISO 9001 for quality management systems;

d) a CASCO document should not state that fulfiiment of the requirements of the CASCO document implies

the management system requirements of another standard are also fulfilled;

e) CASCO working groups should not draft requirements that lead to duplicate management systems
induce duplicate management system assessments.
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Requirements for management systems

1 General

:2008(E)

In developing this Publicly Available Specification it was recognized that there are varying degrees of
specificity that ISO/CASCO working groups should consider. As a result, the requirements in this clause are
categorized into three levels of specificity, as outlined below.

a)

Obligatory: these are specific requirements that shall be used by ISO/CASCO working groups where the

element shall be addressed _without maodification pyr‘plnf for substitution of more anpr*ifi(‘ terms

c)

B
IS
aq
w

A

ei
In

5

5.
sy

EXAMPLE The phrase “Conformity assessment activities shall be undertaken impartially” can be replacs
more specific phrase “Management system certification activities shall be undertaken impartially”.

Justification is required from ISO/CASCO working groups that do not use these requiremeg
dealing with the relevant common element.

Recommended: these are requirements that working groups should use if;they wish to have
degree of specification. Modification is permissible.

Suggested: these are considerations that could be taken into accountiin the drafting of docume
ISO/CASCO working groups.

providing for these different levels of specificity, this Publicly Available Specification ach
O/CASCO intent to have an agreed statement on elements\that are common to all conformity as
tivities, and at the same time maintains some flexibility~for specific wording by individual 1S
brking groups.

5 an aid to CASCO working groups, in 5.2 below, the“text contained in boxes indicates the text that

her use (obligatory requirements) or otherwise incorporate (recommended requirements)
ternational Standards; the rest of the text is explanatory in nature.

2 Obligatory requirements

2.1 The body shall establish, document, implement and maintain a management system that is ¢
pporting and demonstrating..the consistent achievement of the requirements of this <inse|

ed with the

nts when

a greater

nts by the

eves the
sessment
D/CASCO

they shall

in future

apable of
rt correct

description; e.g. International Standard>. In addition to meeting the requirements of clauses <jnsert the

reflevant clauses of the International Standard in question> the body shall implement a management [system in

ag¢cordance with 5.2.4 (éption A) or with 5.2.5 (option B).

5.2.2 The ISO/EASCO working groups shall elaborate clauses covering the aspects listed below.

The body shall

a) identify the processes needed for the management system and their application throughout the thody,

b)_“determine the sequence and interaction of these processes,

c) determine criteria and methods needed to ensure that both the operation and control of these processes
are effective,

d) ensure the availability of resources and information necessary to support the operation and monitoring of
these processes,

e) monitor, measure and analyse these processes, and

f) implement actions necessary to achieve planned results and continual improvement of these processes.

© 1SO 2008 — All rights reserved 3
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These processes shall be managed by the body in accordance with the requirements of this <insert correct
description; e.g. International Standard>.

NOTE

Processes needed for the management system referred to above can include processes for management

activities, provision of resources and other conformity assessment processes.

5.2.3 Where a body chooses to outsource any process that affects conformity with requirements, the body
shall ensure control over such processes. Control of such outsourced processes shall be identified within the
management system.

— man

— cont

— cont|

— man

— inter]

— COIT¢

—  preyv

— com

5.2.4 (Optiom Ay —As a mmimimmumT, the Tmarmagement systenTof the body statt-addressthefottowing—
agement system manual, including policies and responsibilities;
rol of documents;

rol of records;

agement review;

hal audits;

bctive actions;

entive actions;

plaints and appeals (ISO/PAS 17003).

the requi
of the r
manager]

5.2.5 (Oltion B) A body that has established and.maintains a management system, in accordance wif

hent system section requirements.

- 0

ements of ISO 9001, and that is capable ©f supporting and demonstrating the consistent fulfilmenf
quirements of this <insert correct desctiption, e.g. International Standard>, fulfils at least the

NOTE 1
this <inser;

a) which
b)  which
c) which

NOTE 2

5.3 Recommended Tequirements

CASCO working groups can-add*an informative annex showing the correspondence between ISO 9001 apd
correct description, e.g. International Standard> by stating:

clauses of ISO 9001 apply directly;
clauses of ISO 9001 are amplified by clauses of this <insert correct description, e.g. International Standard>;
clauses of1SO 9001 are met by clauses of this <insert correct description, e.g. International Standard>.

Annex-A of this Publicly Available Specification can assist in formulating such an informative annex.

Any individual clause of ISO 9001 (see Annex A).
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Annex A
(informative)

:2008(E)

Applying ISO 9001 requirements as management system requirements to

ensure ongoing fulfilment of ISO/CASCO standards by accredita
bodies and conformity assessment bodies
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Table A.2 provides guidance for ISO/CASCO Working"Groups on recommending ISO 9001 as a ma

Furthermore, conformity assessment.bodies and accreditation bodies may choose to use its ma

bnformity assessment bodies and accreditation bodies may establish quality managementy's)
cordance with ISO 9001. ISO 9001 has been widely utilized as an effective set of requirements
anagement systems. The use of ISO 9001 as a source of requirements for a management
stematically ensure ongoing fulfilment of ISO/CASCO requirements may provide significant beng

lower costs for bodies that have already implemented ISO 9001 quality management systems, a
proven effectiveness to systematically ensure ongoing fulfilment of ISQ/CGASCO requirements.

ne requirements of ISO 9001 were not written for the specialized-situation of a management

sure ongoing fulfilment of ISO/CASCO standards. Special considerations are needed when
O 9001 requirements in this situation. ISO/CASCO Working)Groups are advised that the m
O 9001 text in this specialized situation is not always clear and additional detail may be needed. Ir
ere can be requirements in ISO/CASCO standards ,that directly fulfil ISO 9001 requirement
ecialized situation.

stem to ensure the ongoing fulfilment of ISO/CASCO requirements. Clauses not listed in Table A
rectly applied to management systems to ensure ongoing fulfilment of ISO/CASCO standards. ClIg
e listed can be understood to apply in the) way explained in the corresponding ISO/CASCO re
lumn. Conformity assessment bodies\and accreditation bodies may choose, in addition to ap
planations provided in the ISO/CASCO requirement column, to apply the ISO 9001 clauses

stem to consistently achieve other objectives in addition to meeting the ISO/CASCO requirements
expectation that two or mere:management systems need to be maintained by the conformity as
dy or accreditation body;

ne extensive nature 6f~Fable A.2 shows the significant difference between a quality management sy
management system in ensuring ongoing fulfilment of ISO/CASCO standards, and hence also {
pnificant differehce between certification of a quality management system and accreditation (or oth
cognition) baseéd on an ISO/CASCO standard. However, a single management system can be dev
dress both,'quality and the ongoing fulfiiment of ISO/CASCO requirements. Special care should
hen applying 1SO 9001 as a source of requirements to ensure ongoing fulfilment of 1S(
quirements.

stems in
or quality
bystem to
bfits, such

nd

system to
applying
eaning of
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5 for this

nagement
.2 can be
uses that
uirement
blying the
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hagement
. There is
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hows the
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eloped to
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D/CASCO
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needs to

be ensured, compared to “customer and applicable regulatory requirements” (see ISO 9001:2000, 1.1).

©

1ISO 2008 — All rights reserved


https://standardsiso.com/api/?name=a015bcae2302c63064d7e6cafbbe59d9

ISO/PAS 17005:2008(E)

Table A.1

ISO 9001 customer requirements

ISO/CASCO requirements

Subject to legal requirements, organizations have the
freedom to design their management system in order to
best serve their own and their customer's needs.

In addition to legal requirements, bodies must design their
management system to conform to the requirements within
the ISO/CASCO documents.

Customers and regulatory authorities by definition have

?r);p%:tr':;entsregarg'rgg tgi?f'remsetg:: d focr)r p:%dlﬁ: necessarily exist within those entities who expect fulfilment
negds/expectations) P of requirements therein.

Expertise regarding ISO/CASCO documents does not

Requirements are for “products” (the results of a process).
The organization decides what processes and
organizatipnal structures, resources and characteristics are
needed td produce the product.

Requirements are primarily for conformity assessment
processes and the body that performs the process.“TFhege
requirements are set by ISO/CASCO documents, not the
body. There are only a few requirements.Yin® CASCPD
documents for the product (the output of the conformity
assessment process — the attestation, see ISO/IEC 17000).

As a resllt of the above differences, the additional information given in Table A2 is provided regarding
specific clauses within ISO 9001:2000 when they are applied as requirements to énsure ongoing fulfilment |of

ISO/CASCO requirements for accreditation bodies and conformity assessment bodies. ISO 9001 clauses not

mentioned are assumed to apply directly.

Table A.2
ISO 9001:2000 Comment on application of theISO 9001 (sub)clause for use as part of the
(sub)cladse heading management system requirements in ISO/CASCO documents
The scope is to consistently fulfil ISO/CASCO requirements, whether customers and
1.1, bullef a) ” .
regulatory authorities demand this or not.
Scope
The aim is to fulfil ISO/CASCO requirements regardless of the extent to which thjs
1.1, bullef b) : - .
enhances the satisfaction of any external entity.
192 Aoplication The notes in\this table provide guidance on the application of exclusions for
’ PP ISO 9001:2000’requirements in this specialized situation.
Normative Fulfilment of this ISO 9001 requirement shall be achieved through fulfiiment of th
2 references specific) ISO/CASCO requirement — the Normative references (ISO/IEC 17000
patticular) within ISO/CASCO documents take precedence and shall be used.
Fulfilment of this ISO 9001 requirement shall be achieved through fulfilment of th
3 Terms and specific ISO/CASCO requirement — ISO/IEC 17000 provides terms and definitions fp
definitions ISO/CASCO documents. Throughout, the term “organization” means the accreditatid
body or conformity assessment body.
Quiality Throughout all of ISO 9001:2000, all references to “quality management system
4 management |mean “management system to ensure ongoing fulflment of ISO/CASCP
system requirements”.
6 © 1SO 2008 — All rights reserved
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Table A.2 (continued)

1ISO 9001:2000

Comment on application of the ISO 9001 (sub)clause for use as part of the
management system requirements in ISO/CASCO documents

(sub)clause heading
Throughout all of 1ISO 9001:2000, only those processes impacted by ISO/CASCO
4.1 para. 2 requirements are included. Any ISO/CASCO requirements for processes shall be
-1, para. 2, fulfiled. Bodies cannot deviate from those processes specified in ISO/CASCO
bullet a) . ) .
requirements, however the body may use its management system to consistently
achieve other objectives in addition to meeting the ISO/CASCO requirements.
I 1 para. 2 ANy ISOTCASCOU fequirements Tor sequence and interactions of processes shall be
-b,uﬁet b.) ’ fulfilled — bodies cannot identify sequence and interactions of processegs-different from
those in ISO/CASCO requirements.
41 vara. 2 Bodies shall also determine how the management system fulfils~organizational and
'b,uﬁet c.) ’ other ISO/CASCO requirements not related to processes. The.managemenit system's
fulfilment of such requirements shall also be controlled and-€ffective.
Measurement of processes required by ISO/CASCO documents is assumefd to mean
General measurement of the inputs or outputs of processes{However, inputs and putputs of
4.1, para. 2 i
-b’ullet e.) ’ requirements | sych processes within accreditation bodies and Gonhformity assessment bgdies may
not be measurable. In these cases, however, they:can be monitored and apalyzed in
a general way.
4.1, para. 2, The actions necessary are those for the achievement and ongoing fulfilment of
bullet f) ISO/CASCO requirements.
4.1, para. 2, Continual improvement means réducing the severity or frequency of failunes to fulfil
bullet f) ISO/CASCO requirements.
4 1 para. 3 This table shall also be _considered as well as any specific requiremgnts in an
1 para. ISO/CASCO document
ISO/CASCO documents frequently set more specific requirements for managing the
.1, para. 4 “outsourcing” of ‘processes. Only processes impacted by ISO/CASCO requirements
need be considéered.
421, The quality “policy and objectives needed relate to fulfilment of ISP/CASCO
bullet a) requirenients. Objectives may or may not be measurable.
421, A manual is required for the management system to ensure ongoing fulfilmjent of the
bullet b) ISO/CASCO requirements.
421, Documentation . .
bullet ) requirements Also, any documented procedures required by ISO/CASCO requirements.
421, Also, any documents needed regarding fulflment of organizational and other
bullet d) ISO/CASCO requirements not related to processes.
421, Only records associated with ISO/CASCO requirements. Also, any records required
bullet e) by ISO/CASCO requirements.
429 Throughout all of ISO 9001:2000, replace the concept of “quality” with the ¢goncept of
X “fulfilment of ISO/CASCO requirements”.
, 422 N The scope of the quality manual is the fulfilment of ISO/CASCO requirements.
PUUlcl d}
422, Quality manual | |ncjudes any documented procedures specifically required by ISO/CASCO
bullet b) requirements.
422 Any ISO/CASCO requirements for interactions of processes shall be fulfilled — bodies
builét (’:) cannot identify interactions of processes different from those in ISO/CASCO
requirements.
424 Control of records Records are only those related to providing evidence of fulfilment of all ISO/CASCO

requirements.

© 1SO 2008 — All rights reserved
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Table A.2 (continued)

1ISO 9001:2000

Comment on application of the ISO 9001 (sub)clause for use as part of the
management system requirements in ISO/CASCO documents

(sub)clause heading
51 The commitment of top management is required to the ongoing fulfilment of
' Management | ISO/CASCO requirements.
responsibility — The required communication shall address the importance of fulfiment of
5.1, bullet a) Management ISO/CASCO ; ¢
commitment requirements.
5'1’ bulle h) Tho rnqllir’nr{ pr\lir\y is for fulfilmant af ISO/CASCO rnqllirnmnnfa_
Top management shall ensure fulfilment of ISO/CASCO requirements regardless’pf
5.2 Customer focus . . . ; .
the extent to which this enhances the satisfaction of any external entity.
5.3, bullef a) ) ) The purpose should include the fulfiiment of ISO/CASCO requirements.
Quality policy
5.3, bullef b) Commitment is to ongoing fulfilment of ISO/CASCO requirements.
Planning — Some objectives (for fulfilment of ISO/CASCO requirements) may not be measurable
5.4.1 . 2 :
Quality objectives |based on the nature of conformity assessment.
5.5.2, Responsibility, |Also, ensuring that the fulflment of organizational\ ‘and other ISO/CASCP
bullet q) authority and requirements not related to processes is established, implemented and maintained.
communication —
552, Management | The requirement is ensuring promotion and awaréngss of ISO/CASCO requirements
bullet d) representative
5.6.2, Any external feedback related to ISO/CASCO requirements shall be considered.
bullet b) Management
56.2 review input . .
builét (’:) Process performance and fulfilmentof ISO/CASCO requirements.
5.6.3, “Improvement” means improvement of the ability to identify and resolve problems with
bullet &) Management | fulfilment of ISO/CASCO réequirements.
5.6.3, review output |« hrvement” is not @pplicable — it can be assumed to mean ongoing improvement
bullet b) in fulfilment of ISO/CASCO requirements.
6.1 Resource Any ISO/CASEOQ-resource requirements shall be fulfilled.
management —
6.1, bulle} b) Provision of Resources are needed for the fulfilment of ISO/CASCO requirements regardless pf
e resources the extent to which this enhances the satisfaction of any external entity.
Human resources are those related to activiies impacted by ISO/CASCP
6.2 Human resources_{reqguirements. Any ISO/CASCO requirements for human resources shall be fulfilleg.
ISO/CASCO standards commonly provide requirements for human resources.
Infrastructure shall support fulfilment of ISO/CASCO requirements. Any ISO/CASCP
6.3 Infrastructure . . )
infrastructure requirements shall be fulfilled.
6.4 Work environment | Work environment shall support fulfilment of ISO/CASCO requirements.
In this section, “product realization” means the design of conformity assessmept
activities (or changes to those designs) that fulfil ISO/CASCO requirements. Thege
Product : . : . .
7 o requirements are not applicable when another entity designs the conformity

assessment activities (e.g. when the conformity assessment body operates
conformity assessment system or scheme controlled by an external entity).

a
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Table A.2 (continued)

1ISO 9001:2000

Comment on application of the ISO 9001 (sub)clause for use as part of the
management system requirements in ISO/CASCO documents

(sub)clause heading
7.1, bullet a) The “requirements for the product” are ISO/CASCO requirements.
7.1, bullet b) The “product” is replaced with fulfilment of ISO/CASCO requirements.
Bodies cannot deviate from those processes specified in ISO/CASCO requirements.
7.1, bullet c) . However, if not included in the ISO/CASCO requirement document, the body may
Plannlng Of datarming thair own
product realization j
] Records that the design meets the ISO/CASCO requirements are_the-documents
.1, bullet d) X . o
required for the conformity assessment activity.
7 1 para. 3 The body shall meet any ISO/CASCO requirements for documents relafed to the
-1 para. conformity assessment activity.
Customer-related
processes —
791 Determination of [Only ISO/CASCO requirements are relevant. Therefore, no specific acfjvities are
- requirements needed to identify requirements.
related to the
product
] The body shall review ISO/CASCO reduirements. Evidence of this review are the
7.2.2, Review of processes, documents, organizationalCharacteristics and other evidence of fulfilment
paras. 1t0 3 requirements of ISO/CASCO requirements. In,ether words, evidence of fulfilment of ISD/CASCO
relate(?jtotthe requirements is prima facie eviderice that ISO/CASCO requirements were reviewed.
produc
712.2, para. 4 “Product requirements” are ISO/CASCO requirements.
7923 ISO/CASCO standards:¢ommonly require interaction with stakeholders to protect the
- impartiality of designs\of conformity assessment activities.
7.2.3, Customer commungication is only required with those parties who express I? interest
para. 1, Customer in the fulfilment of ISO/CASCO requirements and only to an extent commensurate
Qullets a), b) | communication |with the levelof that external interest.
723 Only <applies to feedback/complaints related to ISO/CASCO reqtirements.
o ISOICASCO standards commonly include requirements for complaints and appeals
bullet c) ; )
which shall be fulfilled.
Design and development means the design of a conformity assessment aftivity that
73 Design and fulfils ISO/CASCO requirements. Requirements in 7.3.1 to 7.3.6 are not applicable if
' development the conformity assessment activity to which the ISO/CASCO requirements|are being
applied has already been designed.
Design and
7.3.2 development ISO/CASCO requirements are the only relevant design inputs.
inputs
733 dDe(\a/legnrigﬂt Design outputs are the processes, documents, organizational characterstics and
4 P other evidence of fulfilment of ISO/CASCO requirements.
outputs
DUD;BII alld
7.3.5 development ISO/CASCO requirements are the only relevant design inputs.
verification
Design and
7.3.6 development The design verification from 7.3.5 is also the design validation.
validation
Control of design There is no need for “evaluation of the effect of the changes on ..... product already
7.3.7 and development

changes

delivered” in the context of conformity assessment activities.
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Table A.2 (continued)

1ISO 9001:2000

Comment on application of the ISO 9001 (sub)clause for use as part of the
management system requirements in ISO/CASCO documents

(sub)clause heading
. Requirements apply only to purchased products that can have an impact on the
74 Purchasing fulfilment of ISO/CASCO requirements.
7.51, Only information related to performance of conformity assessment activities as
bullet a) required by ISO/CASCO requirements.
Control of . . . .
SQICASCO standards commaonly nrovida. asa raatiramante dirgothy are.
b7.II5':’f production and I tdA liver + rvr'* An th ntlJ trlf Anf +:m't S m nt* r: iti o o
ulle service provision post delivery service” in the context of conformity assessment activities.
7.51, The review and attestation function activities and any surveillance ~aclivitigs
bullet f] (see ISO/IEC 17000).
Many conformity assessment processes cannot be measured and{“thus, shall he
7.5.2 Validation of | validated. The phrase “..... the ability of these processes to achieye\planned results”
processes for | means fulfilment of ISO/CASCO requirements.
252 bullets production and | 150/,CASCO standards commonly set these requirements that-are the arrangements
: é),to . Service provision | hat processes shall meet. Bodies cannot establish requirerients different from thode
in ISO/CASCO documents.
Identification and Only ISO/CASCO requirements are relevant. “‘Where appropriate” means whgn
7.5.3 " established by ISO/CASCO requirements. Produét’means each instance of use of the
traceability . ) .
conformity assessment system/scheme for an‘@bject of conformity.
c Only applicable if related ISO/CASCO/ requirements exist. In many forms ¢f
ustomer . . .
754 conformity assessment, physical product samples are routinely damaged arld
property
destroyed.
Fulfilment of this 1SO 9001 requirement shall be achieved through fulfiiment of the
755 Preservation of |[specific ISO/CASCO requirement. ISO/CASCO standards will define any
e product requirements for preserving® fulfiilment of ISO/CASCO requirements during any
instance of a conformity-assessment system/scheme for an object of conformity.
Control of Only requirements for’ monitoring and measuring the performance of conformity
76 monitoring and | assessment set by ISO/CASCO requirements (for the review and attestation functiof)
’ measuring are relevant. ASQ/CASCO documents, not the body (nor ISO 9001:2000), determirle
devices processes and-actions to be undertaken.
Measufement of fulfilment of ISO/CASCO requirements is usually not possible.
8.1 However, fulfilment of ISO/CASCO requirements can be monitored and analyzed.
) M ¢ “Improvement” is not applicable — it can be assumed to mean ongoing fulfiiment pf
easurement,  1155,cASCO requirements.
analysis and
8.1, bullef a) improvement.\"| “Conformity of the product” means fulfiiment of ISO/CASCO requirements.
8.1, bulle} c) “Improvement” means improvement of the ability to identify and resolve problems with
o fulfilment of ISO/CASCO requirements.
Monitoring and | Fulfilment of this 1ISO 9001 requirement shall be achieved through fulfilment of tHe
8.21 measurement — | specific ISO/CASCO requirement — ISO/CASCO requirements are independent pf
- Customer external entities. Only ISO/CASCO requirements for feedback from external entitigs
satisfaction are relevant.
8.2.2, Compliance with ISO 9001:2000 as further clarified by this table and the ISO/CASCO
bullet a) standard.
Internal audit | |ternal audits address only ISO/CASCO requirements. The “status and importance”
8.2.2, para. 2 of what to audit will be determined by the importance of the related ISO/CASCO

requirements.
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