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National foreword

This British Standard is the official English language version of EN ISO/IEC
17025:2000. It is identical with ISO/IEC 17025:1999. It supersedes ES 7501
(EN 45001) 1989 which is withdrawn. It also replaces ISO/IEC Guide 25:1990.

The UK participation in its preparation was entrusted to Technical Committee
QS/3, Conformity assessment procedures, which has the responsibility to:

— aid enquirers to understand the text;

— present to the responsible international/European committee any enquiries
on the interpretation, or proposals for change, and keep the UK interests
informed,;

— monitor related international and European developments and promulgate
them in the UK.

A list of organizations represented on this committee can be obtained on request to
its secretary.

Relationship with the [SO 900( series of standards.

The Introduction of this Standard and Clause 1.6 explain the intended relationship
between this Standard and the [SO 9000 series.

Section 2 makes appropriate formal references to [SO 9001:1994 and [SO_9002:1994,
and goes on to explain that while this Standard was being prepared, work on the
series of standards began. As the new [SO 9000:200d series was not
due for completion until well after publication of [SO/IEC 17025, this document is
based on the 1994 editions of the series. Once the definitive changes to the

SO 900“ series are known, ISO/CASCO will begin revising [SO/IEC 17025
accordingly.

Cross-references

Attention is drawn to the fact that CEN and CENELEC Standards normally include
an annex which lists normative references to international publications with their
corresponding European publications. The British Standards which implement these
international or European publications referred to in this document may be found in
the BSI Standards Catalogue under the section entitled “International Standards
Correspondence Index”, or by using the “Find” facility of the BSI Standards
Electronic Catalogue.

A British Standard does not purport to include all the necessary provisions of a
contract. Users of British Standards are responsible for their correct application.

Compliance with a British Standard does not of itself confer immunity
from legal obligations.

Summary of pages

This document comprises a front cover, an inside front cover, the EN ISO/IEC title
page, the EN ISO/IEC foreword page, the ISO/IEC title page, pages ii to v, a blank
page, pages 1 to 26, the annex ZA page and a back cover.
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NORME EUROPEENNE
EUROPAISCHE NORM March 2000

ICS 03.120.20; 19.020

English version

General requirements for the competence of testing and
calibration laboratories (ISO/IEC 17025:1999)

Prescriptions générales concernant la compétence des Aligemeine Anforderungen an die Kompetenz von Prif-
laboratoires d'étalonnage et d'essais (ISO/IEC 17025:1999) und Kalibrierlaboratorien (ISO/IEC 17025:1999)

This European Standard was approved by CEN on 6 December 1999.

CEN members are bound to comply with the CEN/CENELEC Intemal Regulations which stipulate the conditions for giving this European
Standard the status of a national standard without any alteration. Up-to-date lists and bibliographical references conceming such national
standards may be obtained on application to the Central Secretariat or to any CEN member.

This European Standard exists in three official versions (English, French, German). A version in any other language made by translation
under the responsibility of a CEN member into its own language and notified to the Central Secretariat has the same status as the official
versions.

CEN members are the national standards bodies of Austria, Belgium, Czech Republic, Denmark, Finland, France, Germany, Greece,
Iceland, Ireland, Italy, Luxembourg, Netherlands, Norway, Portugal, Spain, Sweden, Switzerland and United Kingdom.
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EUROPEAN COMMITTEE FOR STANDARDIZATION
COMITE EUROPEEN DE NORMALISATION
EUROPAISCHES KOMITEE FUR NORMUNG

Central Secretariat: rue de Stassart, 36 B-1050 Brussels

© 2000 All rights of exploitation in any form and by any means reserved worldwide Ref. No. EN ISO/IEC 17025:2000 E
CEN/CENELEC for CEN national Members.
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Foreword

The text of the International Standard ISO/IEC has been prepared by 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 NSF.

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 September 2000, and conflicting
national standards shall be withdrawn at the latest by September 2000.

According to the CEN/CENELEC Internal Regulations, the national standards organizations
of the following countries are bound to implement this European Standard: Austria, Belgium,
Czech Republic, Denmark, Finland, France, Germany, Greece, Iceland, Ireland, ltaly,

Luxembourg, Netherlands, Norway, Portugal, Spain, Sweden, Switzerland and the United
Kingdom.

Endorsement notice

The text of the International Standard ISO/IEC 17025:1999 was approved by CEN and
CENELEC as a European Standard without any modification.

NOTE: Normative references to International Standards are listed in annex ZA (normative).
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INTERNATIONAL ISO/IEC
STANDARD 1702

First edition
1999-12-15

General requirements for the competence
of testing and calibration laboratories

Prescriptions générales concernant la compétence des laboratoires
d'étalonnages et d'essais

Reference number
ISO/IEC 17025:1999(E)
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EN ISO/IEC 17025:2000

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.

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 3.

Draft International Standards adopted by the technical committees are circulated to 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 International Standard may be the subject of
patent rights. ISO and IEC shall not be held responsible for identifying any or all such patent rights.

International Standard ISO/IEC 17025 was prepared by ISO/CASCO, Committee on Conformity Assessment.
This first edition of ISO/IEC 17025 cancels and replaces ISO/IEC Guide 25:1990.

Annexes A and B of this International Standard are for information only.
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Introduction

This International Standard has been produced as the result of extensive experience in the implementation of
ISO/IEC Guide 25 and , both of which it now replaces. It contains all of the requirements that testing and
calibration laboratories have to meet if they wish to demonstrate that they operate a quality system, are technically
competent, and are able to generate technically valid results.

Accreditation bodies that recognize the competence of testing and calibration laboratories should use this
International Standard as the basis for their accreditation. Clause 4 specifies the requirements for sound
management. Clause 5 specifies the requirements for technical competence for the type of tests and/or calibrations
the laboratory undertakes.

The growth in use of quality systems generally has increased the need to ensure that laboratories which form part
of larger organizations or offer other services can operate to a quality system that is seen as compliant with
SO 9001| or [SO 9002 as well as with this International Standard. Care has been taken, therefore, to incorporate all
those requirements of ]SO 9001| and }SO 9004 that are relevant to the scope of testing and calibration services that
are covered by the laboratory's quality system.

Testing and calibration laboratories that comply with this International Standard will therefore also operate in
accordance with |SO 9001| or ]SO 9002

Certification against ]SO 9001| and SO 9003 does not of itself demonstrate the competence of the laboratory to
produce technically valid data and results.

The acceptance of testing and calibration results between countries should be facilitated if laboratories comply with
this International Standard and if they obtain accreditation from bodies which have entered into mutual recognition
agreements with equivalent bodies in other countries using this International Standard.

The use of this International Standard will facilitate cooperation between laboratories and other bodies, and assist
in the exchange of information and experience, and in the harmonization of standards and procedures.
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General requirements for the competence of testing and
calibration laboratories

1 Scope

1.1 This International Standard specifies the general requirements for the competence to carry out tests and/or
calibrations, including sampling. It covers testing and calibration performed using standard methods, non-standard
methods, and laboratory-developed methods.

1.2 This International Standard is applicable to all organizations performing tests and/or calibrations. These
include, for example, first-, second- and third-party laboratories, and laboratories where testing and/or calibration
forms part of inspection and product certification.

This International Standard is applicable to all laboratories regardless of the number of personnel or the extent of
the scope of testing and/or calibration activities. When a laboratory does not undertake one or more of the activities
covered by this International Standard, such as sampling and the design/development of new methods, the
requirements of those clauses do not apply.

1.3 The notes given provide clarification of the text, examples and guidance. They do not contain requirements
and do not form an integral part of this International Standard.

1.4 This International Standard is for use by laboratories in developing their quality, administrative and technical
systems that govern their operations. Laboratory clients, regulatory authorities and accreditation bodies may also
use it in confirming or recognizing the competence of laboratories.

1.5 Compliance with regulatory and safety requirements on the operation of laboratories is not covered by this
International Standard.

1.6 If testing and calibration laboratories comply with the requirements of this International Standard they will
operate a quality system for their testing and calibration activities that also meets the requirements of
when they engage in the design/development of new methods, and/or develop test programmes combining
standard and non-standard test and calibration methods, and when they only use standard methods.

Annex A provides nominal cross-references between this International Standard and |SO 9001 and SO 9003
SO/IEC 17025
SO 9003.

covers several technical competence requirements that are not covered by SO 9001 and

NOTE 1 It might be necessary to explain or interpret certain requirements in this International Standard to ensure that the
requirements are applied in a consistent manner. Guidance for establishing applications for specific fields, especially for
accreditation bodies (see ISO/IEC Guide 58:1993, 4.1.3) is given in annex B.

NOTE 2 If a laboratory wishes accreditation for part or all of its testing and calibration activities, it should select an
accreditation body that operates in accordance with ISO/IEC Guide 58.

2 Normative references
The following normative documents contain provisions which, through reference in this text, constitute provisions of
this International Standard. For dated references, subsequent amendments to, or revisions of, any of these

publications do not apply. However, parties to agreements based on this International Standard are encouraged to
investigate the possibility of applying the most recent editions of the normative documents indicated below. For
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undated references, the latest edition of the normative document referred to applies. Members of ISO and IEC
maintain registers of currently valid International Standards.

SO 9001:1994, Quality systems — Model for quality assurance in design, development, production, installation
and servicing.

SO 9002:1994,, Quality systems — Model for quality assurance in production, installation and servicing.
ISO/IEC Guide 2, General terms and their definitions concerning standardization and related activities.

VIM, International vocabulary of basic and general terms in metrology, issued by BIPM, IEC, IFCC, ISO, IUPAC,
IUPAP and OIML.

NOTE 1 Further related standards, guides, etc. on subjects included in this International Standard are given in the
bibliography.

NOTE 2 It should be noted that when this International Standard was being developed, the revisions of |SO 9001 and
SO 9002 were anticipated to be published in late 2000 as a merged |SO 9001:2000.

3 Terms and definitions

For the purposes of this International Standard, the relevant terms and definitions given in ISO/IEC Guide 2 and
VIM apply.

NOTE General definitions related to quality are given in |[SO 8403, whereas ISO/IEC Guide 2 gives definitions specifically
related to standardization, certification and laboratory accreditation. Where different definitions are given in ]SO 8403, the
definitions in ISO/IEC Guide 2 and VIM are preferred.

4 Management requirements

4.1 Organization
41.1 The laboratory or the organization of which it is part shall be an entity that can be held legally responsible.

4.1.2 It is the responsibility of the laboratory to carry out its testing and calibration activities in such a way as to
meet the requirements of this International Standard and to satisfy the needs of the client, the regulatory authorities
or organizations providing recognition.

4.1.3 The laboratory management system shall cover work carried out in the laboratory’s permanent facilities, at
sites away from its permanent facilities, or in associated temporary or mobile facilities.

4.1.4 If the laboratory is part of an organization performing activities other than testing and/or calibration, the
responsibilities of key personnel in the organization that have an involvement or influence on the testing and/or
calibration activities of the laboratory shall be defined in order to identify potential conflicts of interest.

NOTE 1 Where a laboratory is part of a larger organization, the organizational arrangements should be such that
departments having conflicting interests, such as production, commercial marketing or financing do not adversely influence the
laboratory's compliance with the requirements of this International Standard.

NOTE 2  If the laboratory wishes to be recognized as a third-party laboratory, it should be able to demonstrate that it is
impartial and that it and its personnel are free from any undue commercial, financial and other pressures which might influence
their technical judgement. The third-party testing or calibration laboratory should not engage in any activities that may endanger
the trust in its independence of judgement and integrity in relation to its testing or calibration activities.
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