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Foreword

This document (EN ISO/IEC 17000:2004) has been prepared by Technical Committee
ISO/CASCO "Committee on conformity assessment” in collaboration with Technical Committee
CEN/CLC/TC 1 "Criteria for conformity assessment bodies", the secretariat of which is held by
SN.

This European Standard shall be given the status of a national standard, either by publication of
an identical text or by endorsement, at the latest by May 2005, and conflicting national standards
shall be withdrawn at the latest by May 2005.

This document supersedes Clauses 12 to 17 of EN 45020:1998.

According to the CEN/CENELEC Internal Regulations, the national standards organizations of
the following countries are bound to implement this European Standard: Austria, Belgium,
Cyprus, Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary,
Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland,
Portugal, Slovakia, Slovenia, Spain, Sweden, Switzerland and United Kingdom.

Endorsement notice

The text of ISO/IEC'17000:2004'has been‘approved by CEN-and CENELEC as EN ISO/IEC
17000:2004 without any modifications.
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The reproduction of the terms and!definitions!'containedcinthis ‘International’Standard -isUpermitted /in’teaching manuals, instruction
booklets, technical publications and journals for strictly €ducational /or;implementation (purposes; The conditions for such reproduction are:
that no modifications are made to the terms and definitions; that such reproduction is not permitted for dictionaries or similar publications
offered for sale; and that this International Standard is referenced as the source document.

With the sole exceptions noted above, no other 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.

La reproduction des termes et des définitions contenus dans la présente Norme internationale est autorisée dans les manuels
d'enseignement, les modes d'emploi, les publications et revues techniques destinés exclusivement a I'enseignement ou a la mise en
application. Les conditions d'une telle reproduction sont les suivantes: aucune modification n'est apportée aux termes et définitions; la
reproduction n'est pas autorisée dans des dictionnaires ou publications similaires destinés a la vente; la présente Norme internationale
est citée comme document source.

A la seule exception mentionnée ci-dessus, aucune partie de cette publication ne peut étre reproduite ni utilisée sous quelque forme que
ce soit et par aucun procédé, électronique ou mécanique, y compris la photocopie et les microfiims, sans l'accord écrit de I''SO a
I'adresse ci-aprés ou du comité membre de I''SO dans le pays du demandeur.

BocnpoussegeHne TepMMHOB 1 ONpeaeneHnin, CoaepXalumMxcsa B HacToswem MexayHapogHOM cTaHaapTe, paspeluaeTcs B y4eOHbIX
nocobusx, pykoBOACTBaX Mo aKCnmyaTaumm, nybnukaumsax v xypHanax TEXHU4ECKOro xapakrepa, npeAHasHauYeHHbIX NCKMIoYNTENbHO A
obyyeHns unu Ana npakTuyeckoro ucnomnHeHus. MogobHoe BocMpousBeAeHWe AOMKHO OCYLLECTBAATLCS Ha CNeayroLlwmx YCroBusX:
TEPMWHbI U onpefeneHns He OOSKHbI NOABEepraTbCA HUKaKMM M3MEHEHWsIM; BOCMpoM3BedeHWe 3anpeLyaeTcs B CrioBapsix U Apyrux
CXOAHbIX W3[aHUSX, MpefHasHaYeHHbIX Ans  NpoAaxu; HacToAwmui MexayHapodHbin  CTaHAapT AOSMKEeH LMTMPpOBAaTbCs  Kak
NepBOVCTOYHUK.

Kpome BbllenepeymcnerHHbIX WUCKMIOYEHWIN, HUKakas Apyras 4acTb AaHHOW NybrnukauMu He MOoANeXWT HU BOCMPOU3BEAEHWIO, HU
MCNonb30BaHMIO B Kakol Obl TO HU 6bINO dopme U KakuMm Obl TO HU ObINO CNOCOOOM, 3MEKTPOHHLIM MMM MEXaHWYeCcKuM, BKIo4as
doToKonun N MUKpodunbMbl, 6e3 NucbMeHHoro cornacus nméo NCO, koTopoe MOXeT BbITb NOMy4eHO Mo agpecy, NPMBOAVMOMY HUXKE,
nmbo komuteTa uneHa NCO B cTpaHe nuua, NoaatoLLLEero 3anpoc.

ISO copyright office

Case postale 56 ¢ CH-1211 Geneva 20
Tel. +412274901 11

Fax + 4122749 09 47

E-mail copyright@iso.org

Web www.iso.org

Published in Switzerland/Publié en Suisse/OTtneyaTaHo B LLseviyapum
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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.

PDF - Exonération de responsabilité

Le présent fichier PDF peut contenir des polices de caractéres intégrées. Conformément aux conditions de licence d'Adobe, ce fichier
peut étre imprimé ou visualisé, mais ne doit pas étre modifié a moins que I'ordinateur employé a cet effet ne bénéficie d'une licence
autorisant I'utilisation de ces polices et que celles-ci y soient installées. Lors du téléchargement de ce fichier, les parties concernées
acceptent de fait la responsabilité de ne pas enfreindre les conditions de licence d'Adobe. Le Secrétariat central de I'I'SO décline toute
responsabilité en la matiére.

Adobe est une marque déposée d'Adobe Systems Incorporated.

Les détails relatifs aux produits logiciels utilisés pour la création du présent fichier PDF sont disponibles dans la rubrique General Info
du fichier; les parametres de création PDF ont été optimisés pour l'impression. Toutes les mesures ont été prises pour garantir
I'exploitation de ce fichier par les comités membres de I''SO. Dans le cas peu probable ou surviendrait un probléme d'utilisation,
veuillez en informer le Secrétariat central a I'adresse donnée ci-dessous.

PDF — OcBob6oxaeHue ot 0653aHHOCTH

Hactosawwun cdavn PDF moxeT cogepxaTb MHTErpvpoBaHHble WpudThl. B COOTBETCTBUM C MIMLEH3NOHHBIMU YCIIOBUSMU OUPMbI
Adobe, aToT daiin MoXeT ObITb OTneyaTaH Unu BU3yanuavpoBaH, OAHAKO OH He AOJIKEH OblTb M3MEHEeH, 3a UCKIOYEHEM CIlyyaeB,
Koraa npuMeHsieMbl Ans STONLUenn  KOMNLIoTER| MMeeT npaBo) Ha lvchonb3oBaHie' TuxX WpUTOB M ecnnm 3T nocrnegHue
MHCTaNnMpoBaHbl. 3arpy>xeHnem HacTositlero tharna 3amHTeEpecoBaHHble CTOPOHbI CorfatlaloTcsa NPUHATL Ha cebst OTBETCTBEHHOCTb
3a cobnogeHne NUUEH3NOHHBIX ycrosuid dupmbl Adobe. LleHTpanbHbin cekpetapmat MCO He HeceT HWKakon OTBETCTBEHHOCTU B
3TOM OTHOLLUEHUM.

Adobe siBnsieTcs ToprosbiM 3Hakom dupmbl Adobe Systems Incorporated.

HeTtanu, oTHocsILWMECA K NpOrpaMMHOMY obecrReyeHio-n-ncronb3oBaHHbIe AN co3gaHua Hactoswero danna PDF, moryt 6biTb
NPOKOHCYNbTUPOBaHbI B1py6pukenGeneral:Info «pavina;snapameTpstianst cosganus PDE /BbiAn/ontummManpoBaHbl Ans neyatu. beinu
NPUHATLI BCe HeobXxoauMmble Mepbl, YTOBbI TapaHTMPOBaThk: MOfb30BaHVe HAacTOSWMM dannoMm Bcemu dneHammn MCO. B pegkux
cnyyasix, korga mornv 6bl BO3HUKHYTb Npobnembl Mcnonb3oBaHus, npocbba nHpopmMupoBaTth LieHTpanbHbI cekpeTapuat no agpecy,
NpuBEAEHHOMY HUXE.
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Foreword

ISO (the International Organization for Standardization) and IEC (the International Electrotechnical
Commission) form the specialized system for worldwide standardization. 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 international organizations, governmental
and non-governmental, in liaison with 1ISO and IEC, also take part in the work. In the field of conformity
assessment, the ISO Committee on conformity assessment (CASCO) is responsible for the
development of International Standards and Guides.

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

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 and IEC shall not be held responsible for identifying any or all such patent rights.

ISO/IEC 17000 was prepared by the ISO Committee on conformity assessment (CASCO).

It was circulated for voting to the national bodies of both ISO and IEC, and was approved by both
organizations.

This first edition cancels and replaces Clauses 12 to 17 of ISO/IEC Guide 2:1996. Clauses 1 to 11 of
ISO/IEC Guide 2 are not thetresponsibility of ISO/CASCO and-are unaffected by this International Standard.

© ISO 2004 — All rights reserved/Tous droits réservés/Bce npasa coxpaHeHb! vii
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Avant-propos

L'ISO (Organisation internationale de normalisation) et la CEl (Commission électrotechnique internationale)
forment le systéme spécialisé de la normalisation mondiale. Les organismes nationaux membres de I'lSO ou
de la CEl participent au développement de Normes internationales par l'intermédiaire des comités techniques
créés par l'organisation concernée afin de s'occuper des domaines particuliers de l'activité technique. Les
comités techniques de I''SO et de la CEl collaborent dans des domaines d'intérét commun. D'autres
organisations internationales, gouvernementales et non gouvernementales, en liaison avec I''SO et la CEl
participent également aux travaux. Dans le domaine de I'évaluation de la conformité, le comité ISO pour
I'évaluation de la conformité (CASCO) est responsable du développement de Normes internationales et de
Guides.

Les Normes internationales sont rédigées conformément aux regles données dans les Directives ISO/CEI,
Partie 2.

Les projets de Normes internationales adoptés par les comités techniques sont soumis aux comités membres
pour vote. Leur publication comme Normes internationales requiert I'approbation de 75 % au moins des
comités membres votants.

L'attention est appelée sur le fait que certains des éléments du présent document peuvent faire I'objet de
droits de propriété intellectuelle ou de droits analogues. L'ISO et la CEIl ne sauraient étre tenues pour
responsables de ne pas avoir identifié de tels droits de propriété et averti de leur existence.

L'ISO/CEI 17000 a été élaborée par le comité ISO pour I'évaluation de la conformité (CASCO).

Le projet a été soumis aux organismes nationaux de.lI'SO-et, de la CEl pour,vote et a été approuvé par les
deux organisations.

Cette premiére édition annule et remplace lesArticles!12(a17/du-Guide ISO/CEI 2:1996. Les Articles 1 a 11
du Guide ISO/CEI 2 ne sont pas de la responsabilité de I'I'SO/CASCO et ne sont pas affectés par la présente
Norme internationale.

viii © ISO 2004 — All rights reserved/Tous droits réservés/Bce npasa coxpaHeHb!
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Mpeaucnosue

NCO (MexpgyHapogHas opraHusaumsa no craHgapTtusaumm) n MOK (MexayHapoaHasi anekTpoTexHuyeckas
KOMUCCUSI)  COCTaBRslOT  BMECTe  CheunanusmMpoBaHHYl  CUCTEMY  BCEMWMPHOM  CTaHZapTusauuu.
HauwnoHanbHble opraHbl - yneHbl WCO unu M3K - yyacTtByloT B pa3paboTtke MexayHapoaHbIX CTaH4apToB
npyM nocpeacTBe TEXHUYECKMX KOMMUTETOB, CO3[aHHbIX COOTBETCTBYIOLLEN oOpraHv3aumMen C Uenbio
3aHMMaTbCs paboTon B OTAEesbHbIX 0Bnactsx TexHudeckon ageatenbHocTu. KomuteTbl-uneHsl MCO n MOK
coTpygHu4yaloT B obnactax obuwero uHTepeca. [pyrve npaBUTENbCTBEHHbIE WM HeENpPaBUTENbCTBEHHbIE
MeXayHapoaHble opraHusauum, cotpygHudatowme ¢ MCO n M3K, Takke npuHUMaloT y4acTue B 3Tol paboTe.
B obnactu oueHkn cooTtBeTcTBMS komuteT WMCO no oueHke cootBetcTBus (KACKO) saensetcs
OTBETCTBEHHbIM 3a pa3paboTky MexayHapoaHbIX cTaH4apToB 1 PykoBoacTB.

MexayHapogHble CTtaHgapTbl pa3pabaTbiBalOTCs B COOTBETCTBMM C MpaBuniamu, YCTaHOBMNEHHbIMU B
Onpektusax MCO/MBK, YacTb 2.

MpoekTbl MexayHapodHbIX CTaHOApTOB pacChIIalTCs HauMoHanbHbIM OpraHaM Ha ronocoBaHue. WX
onybnukoBaHve B kadectBe MexayHapoaHbIx cTaHOapToB TpebyeT opobpeHus no MeHblien mepe 75 %
HaUWOHanNbHbIX OPraHoB, NPUHUMAIOLLIMX Y4acTUe B rofIOCOBaHUN.

O6pallaeTcs BHUMaHWE Ha TO, YTO HEKOTOPbIE 3MIEMEHTbI HAacTOSILLEro AOKYMEeHTa MOryT ObiTb npeaMeTamu
naTeHTHbIX npae. MNCO n M3IK He MOryT cuutaTbCsi OTBETCTBEHHbLIMM 33 HEOOHAapPYXeHUe MobbIX UMK BCex
CYLLIECTBYIOLLMX NaTeHTHbIX MpaB.

NCO/M3K 17000 paspaboTtaHo komutetom MCO no oueHke cootBeTcTBus (KACKO)

[MpoekT GbIN HanpaBneHHa FoNnEcoBaHWe HalMoHanbHbIM, opradam UCO.u MOK, n 6bin ogobpeH atumm
OBYMS opraHm3auusamu.

Hacrtosiliee nepBoe wusgaHwe oTMeHAET (U c3amensieT (Pasgensl 12 — 17 Pykoeogctea NICO/M3K 2:1996.
Pasgenbl 1 — 11 PykoogctBa MCO/MOK 2 He BxogaT B cdepy otBetcTtBeHHocTM WMCO/KACKO un He
paccmaTtpuBaloTcs B HacTosiwem MexayHapoaHoM, CTaHAapTe:
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0 Introduction

0.1 Terms and definitions applicable to conformity assessment

ISO and ISO/IEC Guides and, more recently, International Standards relating generically to conformity
assessment activities such as testing, inspection and various forms of certification are prepared by working
groups of the ISO Committee on conformity assessment (CASCO). For many years, ISO/IEC Guide 2, last
revised in 1996, has included a core vocabulary for conformity assessment, built up from a small number of
terms and definitions first compiled to facilitate communication and understanding about product certification
based on standards for traditional manufactured goods.

In 2000, CASCO decided to take conformity assessment terminology (Clauses 12 to 17) out of
ISO/IEC Guide 2 and provide instead a self-contained vocabulary more readily applicable within the planned
ISO/IEC 17000 series of standards and in the drafting or revision of related guides. CASCO Working Group 5,
Definitions, has accordingly prepared this International Standard in consultation with other active CASCO
working groups, as a consistent framework within which more specific concepts may be defined appropriately
and denoted by the most appropriate terms. Extra terms for concepts unique to particular activities within
conformity assessment, such as accreditation, certification of persons and marks of conformity, are found in
the International Standard or Guide related to that activity. Such concepts are not included in this International
Standard.

Until pre-existing CASCO publications are revised, the terminology used in those documents remains valid in
its context; this International Standard is not intended to be applied retrospectively.

Conformity assessment interacts with other fields such as management systems, metrology, standardization
and statistics. This International”Standard' does not [define the boundaries; oficonformity assessment. These
remain elastic.

0.2 Terms and definitions applicable to trade policy

Clause 7 includes some , terms._ _and .definitions, . drawn - mainly from . the  superseded clauses of
ISO/IEC Guide 2, for several broader concepts. These are intended not only to standardize usage within the
conformity assessment community, but also to help policy makers concerned with the facilitation of trade
within regulatory and international treaty frameworks.

0.3 A functional approach to conformity assessment

The terms and definitions specified in this International Standard, particularly under Clauses 4 and 5, reflect
the adoption by CASCO in November 2001 of the functional approach recommended earlier that year in the
final report of a CASCO — CEN/CENELEC TC 1 joint working group.

To provide a better understanding of the defined concepts, their grouping and their relationships, a description
of the functional approach is included in Annex A for information.

0.4 Selection of terms and definitions

Some of the terms included in this International Standard relate to concepts it was considered essential to
define. Others it was thought helpful to explain. Many of the general terms used to distinguish conformity
assessment concepts are used in common language in a broader sense or with a wider range of meanings.
Some also appear in other standard vocabularies with definitions specific to the relevant field of application.

An alphabetical index lists the terms defined in this International Standard. Standards defining other relevant
terms are given in Annex B with separate alphabetical lists. First are terms applicable to specific aspects of
conformity assessment, as defined in other standards in the ISO/IEC 17000 series. Second are terms for
which the definitions given in either the International vocabulary of basic and general terms in metrology (VIM)
or ISO 9000 are generally applicable in conformity assessment contexts. For the terms “procedure” and
“product’, both used extensively in other definitions, the ISO 9000:2000 definitions are reproduced in 3.2
and 3.3.
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0.5 Changes in terminology

Attention is drawn to significant changes in the terms or their definitions from the superseded clauses of
ISO/IEC Guide 2.

This International Standard does not include a definition of “conformity” on the grounds that it is not necessary
to do so. “Conformity” does not feature in the definition of “conformity assessment”. The concept of
“conformity assessment” is concerned with “fulfilment of specified requirements”, not with the wider concept of
“conformity”. A definition of the term “specified requirement” (3.1) is included. In English, the term
“compliance” is used to distinguish the action of doing what is required (e.g. an organization “‘complies” by
making something conform or by fulfilling a regulatory requirement).

The ISO 9000 definition of “product” (3.3) includes services as a product category, so that it is no longer
correct to refer to “products and services”.

Instead of “product, process or service”, the generic expression used in ISO/IEC Guide 2 for the “subject of
standardization”, Note 2 to 2.1 introduces the expression “object of conformity assessment” as a means of
referring to the product, process, system, person or body to which conformity assessment is applied. (The
“subject” would more logically be the body doing the assessment.)

Instead of “assurance of conformity”, the term “attestation” (5.2) is used for the activity of conveying assurance
through the issue of a “statement of conformity”.

The term “accreditation” is now applicable only to attestation regarding a conformity assessment body. The
definition in ISO/IEC Guide 2, by contrast, would have been equally applicable to the certification of persons,
as specified in ISO/IEC 17024. Following this change, the terms “conformity assessment body”’ (2.5) and
“accreditation body” (2.6)arejdefined separately. More\specificitenmsyrelating to accreditation are defined in
ISO/IEC 17011.

To avoid ambiguity, the term “body” is“used in ‘this -International"Standard only when referring to conformity
assessment bodies or accreditation bodies. Otherwise, the term “organization” is used in its general meaning,
as in the ISO 9000 definition. The more specific [ISO/IEC Guide 2 definition of an organization as a body
based on membership.is/not.applicable to.the field.of conformity.assessment.
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