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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.

The procedures used to develop this document and those intended for its further maintenance are
described in the ISO/IEC Directives, Part 1. In particular, the different approval criteria needed for
the different types of document should be noted. This document was drafted in accordance with the
editorial rules of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).

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. Details of any patent rights identified during the development of the document will be in the
Introduction and/or on the ISO list of patent declarations received (see www.iso.org/patents) or the IEC
list of patent declarations received (see http://patents.iec.ch).

Any trade name used in this document is information given for the convenience of users and does not
constitute an endorsement.

For an explanation of the voliintdary‘natureof/standards, theé neaning of1SO specific terms and
expressions related to conformity assessment, as well as information about ISO's adherence to the
World Trade Organization (WTO) principlesyin theyTechnical Barriers to Trade (TBT) see www.iso
.org/iso/foreword.html.

This document was prepared by a Joint Working Group'of the-ISO Technical Management Board and the
[EC Standards Management Board.

This second edition cancels and replaces the first edition (ISO/IEC Guide 59:1994), which has been
technically revised.

The main changes compared to the previous edition are as follows:
— the structure, content and language used have been updated to allow easier application;

— a scope has been added to define the subject of the document and the aspects covered, thereby
indicating the limits of applicability of the document;

— C(Clauses 4 and 5 have been added to support the implementation of the WTO TBT agreement.

Any feedback or questions on this document should be directed to the user’s national standards body. A
complete listing of these bodies can be found at www.iso.org/members.html.
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Introduction

Standardization brings technological, economic and societal benefits. Standards help to harmonize
technical and other specifications of products and services making industry more efficient and
removing barriers to trade.

Standards are considered an essential component of the “quality infrastructure”, the system comprising
organizations (public and private), policies, relevant legal and regulatory framework and practices
which is needed to support and enhance the quality, safety, and sustainable soundness of goods,
services and processes.

Standards are developed by many bodies, at the national, regional and international levels. Alongside
the growth of international trade, technological and societal cooperation, standards bodies have
developed procedures and modes of cooperation which are commonly considered to constitute good
practices for standards development at all levels. The use of standards is voluntary unless they are
cited as requirements in legislation or in legal contracts.

The foundations of ISO’s and IEC’s membership and participation models are at the national level. ISO
and IEC, together with their national bodies, are responsible for fostering and ensuring coherence and
coordination.

The ISO and IEC system for standardization is based on collaboration agreements between ISO and IEC
and an extensive array of collaboration agreements among regional, national and other standards bodies.

The WTO TBT agreementy has-pravidedy ay framework) to facilitate s/international trade through
international standards. 1SO and [EC are committed to the implementation of the WTO TBT framework
when developing International Standards] (see Annéx.A), The€ national bodies should set guidelines to
define their organizational culture, which consists of the values, beliefs, attitudes and behaviour that
their national experts should share and use regularly in their work. ISO and IEC have developed and
apply Codes of Conduct to be followed by-participantsin standardization work. These Codes of Conduct
include responsibilities to'‘consider:

— inclusiveness;

— consensus-building attitude and skills;
— compliance with the procedures;

— efficiency;

— impartiality;

— commitment to quality;

— dedication of personnel and experts.

International deliverables other than International Standards can perform similar functions in
reducing technical barriers to trade and thereby facilitating trade. Information about other deliverables
published by ISO and/or IEC can be found in the ISO/IEC Directives, Part 1.

The first edition of this document predated the existence of both the WTO TBT Committee decision on
principles for the development of international standards, guides and recommendations (G/TBT/9, 13
November 2000) and the WTO TBT Agreement’s Code of Good Practice for the Preparation, Adoption
and Application of Standards (Annex 3 of the 1995 WTO TBT agreement). The purpose of this edition
of this document is to provide recommendations for implementing good standardization practices that
are intended to support, but do not replace or supersede, the two WTO TBT Committee documents.

This document does not constitute an official interpretation of the two WTO TBT documents cited above.

© ISO/IEC 2019 - All rights reserved v
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ISO and IEC recommended practices for standardization by
national bodies

1 Scope

This document provides recommended standardization practices that are intended to support the
application of the following:

— the WTO TBT Committee decision on principles for the development of international standards,
guides and recommendations (G/TBT/9, 13 November 2000);

— the WTO TBT Agreement’s Code of Good Practice for the Preparation, Adoption and Application of
Standards (Annex 3 of the 1995 WTO TBT Agreement).

This document is intended to be used by the national members of ISO and IEC, hereafter referred to as
national bodies.

2 Normative references

The following documents are referredstoyin thejtext in sucha way that some or all of their content
constitutes requirements of this document. For dated references, only the edition cited applies. For
undated references, the latest edition,of the referenced.decunient (including any amendments) applies.

ISO/IEC Guide 2, Standardization and related activities — General vocabulary

3 Terms and definitions

For the purposes of this document, the terms and definitions given in ISO/IEC Guide 2 and the
following apply.

ISO and IEC maintain terminological databases for use in standardization at the following addresses:

— ISO Online browsing platform: available at https://www.iso.org/obp

— IEC Electropedia: available at http://www.electropedia.org/

3.1
basic standard
standard (3.8) that has a wide-ranging coverage or contains general provisions for one particular field

Note 1 to entry: A basic standard may function as a standard for direct application or as a basis for other
standards.

[SOURCE: ISO/IEC Guide 2:2004, 5.1]

3.2

consensus

general agreement, characterized by the absence of sustained opposition to substantial issues by any
important part of the concerned interests and by a process that involves seeking to take into account
the views of all parties concerned and to reconcile any conflicting arguments

Note 1 to entry: Consensus need not imply unanimity.

[SOURCE: ISO/IEC Guide 2:2004, 1.7]

© ISO/IEC 2019 - All rights reserved 1
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3.3

current version

status assigned by a national body (3.6) to a normative document at the time of publication, or to a draft
at the time of issue, and which remains in effect until withdrawal or being superseded

Note 1 to entry: The status “current” does not indicate the validity or non-validity of a normative document.
Note 2 to entry: A standard (3.8) can be either a current version or a historical version (3.4).

34

historical version

status assigned by a national body (3.6) to a normative document or draft at the time of withdrawal or
being superseded

Note 1 to entry: The status “historical” does not indicate the validity or non-validity of a normative document.

Note 2 to entry: A standard (3.8) can be either a current version (3.3) or a historical version.

3.5

stakeholder

organization, company, public entity or individual that can affect, be affected by or perceive itself to be
affected by a decision or activity coming from a standardization process or its deliverables

Note 1 to entry: In English, the term "stakeholder"” is equivalent to "interested party".

3.6
national body
ISO member body or IEC National Committee

Note 1 to entry: This term refers to any current or future ISO member body or IEC National Committee that
develops national standards (3.8).

3.7
participant
stakeholder (3.5) that becomes involved in the standards (3.8) development process

3.8

standard

document, established by consensus (3.2) and approved by a recognized body, that provides, for
common and repeated use, rules, guidelines or characteristics for activities or their results, aimed at
the achievement of the optimum degree of order in a given context

Note 1 to entry: Standards should be based on the consolidated results of science, technology and experience,
and aimed at the promotion of optimum community benefits.

[SOURCE: ISO/IEC Guide 2:2004, 3.2]

3.9

standardization

activity of establishing, with regard to actual or potential problems, provisions for common and
repeated use, aimed at the achievement of the optimum degree of order in a given context

Note 1 to entry: In particular, the activity consists of the processes of formulating, issuing and implementing
standards (3.8).

Note 2 to entry: Important benefits of standardization are improvement of the suitability of products, processes
and services for their intended purposes, prevention of barriers to trade and facilitation of technological
cooperation.

[SOURCE: ISO/IEC Guide 2:2004, 1.1]
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3.10

withdrawn standard

standard (3.8) that has been discontinued by the publishing standards developer following consultation
with its responsible committee, because it no longer represents the most current, reliable and/or
available technical information

3.11

superseded standard

standard (3.8) that has been replaced with a newer version of the same standard, or by a suitable other
standard that contains the most current, reliable and/or available technical information

4 Guidance with respect to the implementation of the principles of standards
development

4.1 General

This clause provides guidance to support the application of the WTO TBT Committee decision on
principles for the development of international standards, guides and recommendations (G/TBT/9, 13
November 2000).

The development of consensus-based standards is a process that, at the national level, consists of
several distinct, but closely related activities.

— The first phase is the-identificationof the need for a;standaxd; followed by prioritization of the work
required to develop'the'standard based on'the ‘available resources.

— The second phase is the development ofthe'standard, usually in a committee, taking into account all
stakeholders concerned at the national level.

— The third phaseis the open;consultation to allow, forpublic input and consideration of comments
received by the committee duging,public consultation.

— The fourth phase corresponds to the approval of the standard.
— The last phase is the publication, promotion and maintenance of the standard.

The recommendations given in 4.2 to 4.7 should be followed when national bodies are developing
standards or contributing to international standardization work. These recommendations are aligned
with the WTO TBT Committee decision on principles for the development of international standards,
guides and recommendations (see Annex A).

4.2 Transparency

4.2.1 Transparency implies that sufficient and regularly updated information is easily accessible in due
time to allow all stakeholders to participate in the standardization process if they want to. Procedures
should be established so that adequate time and opportunities are provided for the submission of written
comments. Information on these procedures should be effectively disseminated.

4.2.2 The national body should have appropriately documented procedures to support its standards
management and development processes. These procedures should be up to date and freely available to
any stakeholder.

4.2.3 When a new standard is proposed, the national body should make this information publicly
available at an early stage in the standards development process, so that stakeholders can follow or
take an active part in the process as participants. A brief description of the scope of the draft standard,
including its objective and rationale should be provided. The notice used to communicate this proposal
should be clear and easily understood by all stakeholders.

© ISO/IEC 2019 - All rights reserved 3
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4.2.4 Participants should receive all draft documents and should be informed of the action taken on
any comments they have made relating to drafts.

4.2.5 Once consensus is reached and the draft standard is ready for open consultation, it should be
made available to stakeholders. At least 60 days should be provided to allow stakeholders the opportunity
to submit written comments. This period may, however, be shortened in cases where urgent problems of
safety, health or environment should be addressed. A clear and well-understood procedure should be in
place for the management of these comments (see 5.10).

4.2.6 Information on current versions of standards as well as on historical and withdrawn standards
should be made available by adequate means such as via websites, subscriptions, etc.

4.2.7 The national body should make an up-to-date work programme available publicly. The standards
work programme should contain relevant information, as described in 5.9.

4.3 Openness

4.3.1 Participation in standards development should be open via the national body at all stages of
the standards development process on a non-discriminatory basis to all stakeholders. This includes
participation at every stage of standards development, such as the following:

— proposal and acceptance of new work items;

— technical discussion on propésals;

— submission of comments on drafts;

— review of existing standards;

— resolution of comments'and‘approval of standards;

— availability of approved standards.

4.3.2 National bodies should facilitate the participation of a range of stakeholders appropriate to each
standard under development. Participation should be inclusive and not impose undue membership
barriers.

4.3.3 The national body should promote and enable the involvement of all stakeholders, including
those potentially under-represented, such as small and medium-sized enterprises and representatives
of societal interests. National bodies can consider putting in place awareness-raising activities, as well as
procedures for monitoring the participation of different categories of stakeholders.

4.3.4 The national body should promote its commitment to openness by maintaining and making
publicly available its standards development procedures, which address issues such as conditions for
participation (e.g. membership, participation fees, waiver provisions, copyright, intellectual property
rights and privacy obligations).

4.3.5 The national body should provide advance notice of standards development meetings, and it
should ensure availability of meeting agendas and documents prior to the meeting, according to specified
timeframes.

4 © ISO/IEC 2019 - All rights reserved
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4.4 Impartiality and consensus

4.4.1 Impartiality should be accorded throughout the standards development process with respect to
the following (among other things):

— access to participation in work;

— submission of comments on drafts;

— consideration of views expressed and comments made;

— decision-making through consensus;

— obtaining information and documents;

— availability of draft and approved standards;

— adopting an ISO or IEC standard as a regional or national standard;

— revision of the standard.

4.4.2 When addressing consensus and impartiality, the national body should provide an impartial and
neutral platform for its standards development work, with equal access for all participants. The work is
expected to be conducted in a consensual and impartial manner, where no party is favoured over another
(see 4.4.5). No one organization or participant category should dominate the standards development
process. Furthermore, the ndtiondl body'shiould éxaminglits’)governance structure, which should support
neutrality with respect to the representation of specific private or public interests across all its relevant
governing bodies.

4.4.3 The national body should have)astandardization process that remains collaborative and
consensus-based, and that takes into account all views expressed and brings together diverging opinions.

4.4.4 The national body should assist its participants and those in leadership positions (such as the
committee chair) in building consensus. For this, the good practices below are recommended.

a) Promoting the right attitude

The national body should invite the participants involved to cooperate fully and in good faith in the
standardization work.

b) Dealing with objections

In the process of reaching consensus, many different points of views will be expressed and
addressed as the document evolves. However, “sustained opposition” constitutes views expressed
and maintained by an important part of the stakeholders and which are incompatible with the
committee decision. Those expressing sustained opposition have a right to be heard and the
following approach is recommended when sustained opposition is declared.

— The leadership should first assess whether the opposition constitutes sustained opposition, If
this is not the case, the leadership may register the opposition (e.g. in the minutes) and continue
to lead the work on the document.

— Iftheleadership determines that there is sustained opposition, it should try to resolve it in good
faith. However, sustained opposition cannot be interpreted as a right to veto. The obligation
to address the sustained opposition does not imply an obligation to successfully resolve it.
The responsibility for assessing whether or not consensus has been reached rests with the
leadership. This includes assessing whether there is sustained opposition or whether any
sustained opposition can be resolved without compromising the existing level of consensus on
the rest of the document. In such cases, the leadership will register the opposition and continue
the work.

© ISO/IEC 2019 - All rights reserved 5
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