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National foreword

This British Standard is the official English language version of

EN ISO/IEC 17011:2004. It is identical with ISO/IEC 17011:2004. It
supersedes BS EN 45003:1995, BS EN 45010:1994 and [PD 6642:1999 which
are withdrawn.

NOTE J[SO/IEC 17011 cancels and replaces ISO/IEC Guide 58, ISO/IEC Guide 61 and
SO/IEC TR 1701(.

The UK participation in its preparation was entrusted to Technical Committee
QS/3, Conformity assessment, 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.

Cross-references

The British Standards which implement international or European
publications referred to in this document may be found in the BSI Catalogue
under the section entitled “International Standards Correspondence Index”, or
by using the “Search” facility of the BSI Electronic Catalogue or of

British Standards Online.

This publication does not purport to include all the necessary provisions of a
contract. Users are responsible for its correct application.

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

This document (EN ISO/IEC 17011:2004) 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 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 March 2005, and conflicting national
standards shall be withdrawn at the latest by March 2005.

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, ltaly, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal,
Slovakia, Slovenia, Spain, Sweden, Switzerland and United Kingdom.

Endorsement notice

The text of ISO/IEC 17011:2004 has been approved by CEN and CENELEC as EN ISO/IEC
17011:2004 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 or technical activity. ISO and IEC
technical committees collaborate in fields of mutual interest. Other International Organization, 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.

The main task of technical committees is to prepare International Standards. 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 shall not be held responsible for identifying any or all such patent rights.

SO/IEC 17011 was prepared by the ISO, Committee on conformity assessment (CASCO).

This first edition of |SO/IEC 17011 cancels and replaces ISO/IEC Guide 58, ISO/IEC Guide 61, and
ISO/IEC/TR 17010. Many accreditation bodies requested this revision because, for quite similar activities, they
have had to comply with three sets of largely repetitious but slightly differing, requirements for the same
attributes.
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Introduction

In the regulatory sector, government authorities implement laws covering the approval of products (including
services) for reasons of safety, health, environmental protection, fraud prevention or market fairness. In the
voluntary sector, many lines of industry have, both within an economy as well as globally, set up systems for
conformity assessment and approval, aiming at achieving a minimum technical level, enabling comparability,
and also ensuring competition on equal terms.

A prerequisite for trade on equal terms is that any product (including services), accepted formally in one
economy, must also be free to circulate in other economies without having to undergo extensive re-testing, re-
inspection, re-certification, etc. This should be the case regardless of whether the product (including services)
falls wholly or partly under the regulatory sector.

In today’s society it is often required to state objectively conformity of products (including services) to specified
requirements. Conformity assessment bodies (CABs) can objectively state such conformity. These CABs
perform conformity assessment activities that include certification, inspection, testing and, in the context of this
International Standard, calibration.

It is important for the purchaser, regulator and the public to know that these CABs are competent to perform
their tasks. For that reason there is an increasing demand for impartial verification of their competence. Such
verification is done by authoritative accreditation bodies that are impartial in relation to both the CABs and
their clients, and which normally operate in a non-profit distributing manner (see Figure 1).

A system to accredit CAB conformity assessment services should provide confidence to the purchaser and
regulator. Such a system should facilitate cross-border trade, as pursued by trade authorities and
organizations. The ultimate goal is to achieve one-stop accreditation and one-stop conformity assessment.

A “cross border” trade facilitating system can work well if accreditation bodies and CABs all operate to globally
accepted requirements in an equivalent manner and take into account the interests of all parties concerned.

This International Standard specifies the general requirements for accreditation bodies. Peer evaluation
mechanisms have been created at regional and international levels, through which assurance is provided that
accreditation bodies are operating in accordance with this International Standard. Those who have passed
such an evaluation can become members of mutual recognition arrangements. Through regular re-evaluations,
the continued adherence to this International Standard is assured.

These mutual recognition arrangement members facilitate the one-stop process, through recognition,
promotion and acceptance of each other’s accredited conformity assessments. This means that a CAB in an
economy should not need to be accredited more than once for the same scope by different accreditation
bodies.
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Accreditation bodies assess the competence of CABs.
Accreditation body They can facilitate trade by promoting global acceptance
of conformity assessment results issued by accredited
CABs. This is strengthened if they are peer-evaluated and
Assess competence are members of mutual recognition arrangements among
the accreditation bodies.

CABs assess conformity of products, services and suppliers

Conformity assessment bodies e :
to specifications and/or requirements.

Assess conformity

(Tr:glctjjl:j?r:z Purchasers acql_Ji.re products (including seryices) that
services) conform to specifications or buy from suppliers that
conform to specific requirements.
Regulators may set requirements for products and
Supplier suppliers.
NOTE The word supplier is used to mean provider of products (including services).

Figure 1 — Flowchart
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