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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shall be withdrawn at the latest by May 2005.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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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 ISO 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 the responsibility of ISO/CASCO and are unaffected by this International Standard. 
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Avant-propos 

L'ISO (Organisation internationale de normalisation) et la CEI (Commission électrotechnique internationale) 
forment le système spécialisé de la normalisation mondiale. Les organismes nationaux membres de l'ISO ou 
de la CEI 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 l'ISO et de la CEI collaborent dans des domaines d'intérêt commun. D'autres 
organisations internationales, gouvernementales et non gouvernementales, en liaison avec l'ISO et la CEI 
participent également aux travaux. Dans le domaine de l'évaluation de la conformité, le comité ISO pour 
l'évaluation de la conformité (CASCO) est responsable du développement de Normes internationales et de 
Guides. 

Les Normes internationales sont rédigées conformément aux règles 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 l'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 l'objet de 
droits de propriété intellectuelle ou de droits analogues. L'ISO et la CEI ne sauraient être 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 l'évaluation de la conformité (CASCO). 

Le projet a été soumis aux organismes nationaux de l'ISO et de la CEI pour vote et a été approuvé par les 
deux organisations. 

Cette première édition annule et remplace les Articles 12 à 17 du Guide ISO/CEI 2:1996. Les Articles 1 à 11 
du Guide ISO/CEI 2 ne sont pas de la responsabilité de l'ISO/CASCO et ne sont pas affectés par la présente 
Norme internationale. 
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Предисловие 

ИСО (Международная организация по стандартизации) и МЭК (Международная электротехническая 
комиссия) составляют вместе специализированную систему всемирной стандартизации. 
Национальные органы - члены ИСО или МЭК - участвуют в разработке Международных стандартов 
при посредстве технических комитетов, созданных соответствующей организацией с целью 
заниматься работой в отдельных областях технической деятельности. Комитеты-члены ИСО и МЭК 
сотрудничают в областях общего интереса. Другие правительственные и неправительственные 
международные организации, сотрудничающие с ИСО и МЭК, также принимают участие в этой работе. 
В области оценки соответствия комитет ИСО по оценке соответствия (КАСКО) является 
ответственным за разработку Международных стандартов и Руководств. 

Международные Стандарты разрабатываются в соответствии с правилами, установленными в 
Директивах ИСО/МЭК, Часть 2. 

Проекты Международных стандартов рассылаются национальным органам на голосование. Их 
опубликование в качестве Международных стандартов требует одобрения по меньшей мере 75 % 
национальных органов, принимающих участие в голосовании. 

Обращается внимание на то, что некоторые элементы настоящего документа могут быть предметами 
патентных прав. ИСО и МЭК не могут считаться ответственными за необнаружение любых или всех 
существующих патентных прав. 

ИСО/МЭК 17000 разработано комитетом ИСО по оценке соответствия (КАСКО) 

Проект был направлен на голосование национальным органам ИСО и МЭК, и был одобрен этими 
двумя организациями. 

Настоящее первое издание отменяет и заменяет Разделы 12 – 17 Руководства ИСО/МЭК 2:1996. 
Разделы 1 – 11 Руководства ИСО/МЭК 2 не входят в сферу ответственности ИСО/КАСКО и не 
рассматриваются в настоящем Международном стандарте. 
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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 of conformity 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) are defined separately. More specific terms relating 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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