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This document is intended to provide guidance to CEN/TC secretaries and European experts
taking part in CEN and ISO activities. It has been prepared by CEN/BT WG 152 “Global

relevance”, under the Convenorship of UNI (ltaly), and its principles were discussed within the

ISO Technical Management Board and agreed by ISO/CEN Joint Co-ordination Group (of the

two technical boards), before its approval by the CEN Technical Board.

1.

ISO Global Relevance policy

ISO/TMB Resolution 1/2003 committed ISO to ensuring the “Global relevance” of its

standards.

Global Relevance is the characteristic of an ISO standard through which "it can be
used/implemented as broadly as possible by affected industries and other stakeholders in
markets around the world". Ideally, an ISO standard should represent a single
international solution that applies to all countries and can be applied by all countries. At
European level, the application of the Global Relevance approach is intended to lead to
ISO standards which can be adopted as identical European standards. This is in line with

the commitment of CEN to adopt common EN ISO standards whenever possible.

If a single international solution cannot be found for certain elements of the ISO standard
at the time of drafting, the ISO policy allows an ISO/TC or SC to include ‘options’ in the
standard in order to achieve its global relevance. These ‘options’ are intended to reflect
market differences. However, such differences should not be permanent and so should
be expected to disappear over time. If the elimination of market differences cannot be
foreseen at the start of drafting, the ISO/TC or SC should not attempt to develop an ISO
standard but should use another deliverable instead (such as the ISO Technical

Specification).
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ISO/TMB has drafted a policy document (see Annex 1), a guidance as a collection of
FAQs and a presentation, which explain the implementation of the "global relevance of
standards" principles and the involvement of P-Members in the handling of market
differences’ and essential differences? in the procedure for new work item proposals and
standards drafting. ISO also recommends recurring to other deliverables as an interim

step, rather than definitely giving up the publication of an ISO standard.

2. Europe in the global market

Acknowledging that, in the global market, the impact of European standardisation and its
relationship to European Union legislation can become a source of market differences, the
CEN/BT accepted the need to study the effects of the ISO Global Relevance policy on the
CEN system and the European market. CEN acknowledges that, in the past, it has not
always been possible for the European members of ISO to support the parallel
development of EN ISO standards which were not in line with the requirements of

European legislation (i.e. New Approach directives).

Hence CEN/BT WG 152 examined the possibilities that could be explored in cases where
the existence of European legislation does not allow a single technical solution in an ISO
standard to be applicable to Europe. The evaluation of the possibilities was carried out

taking into account the following elements:

the application of ISO Global Relevance policy;
the simplicity for the CEN and ISO parties involved in the drafting process;

the clarity and transparency for the standard user;

the user-friendliness for the market;

the reference to conformity assessment;

the risk of proliferation of national exemptions.

1 ) . . .
Defined by ISO as "as those current and potentially changeable differences in markets that are based on factors
such as legislation, economies, social conditions, trade patterns, market needs, scientific theories, and design
philosophies".

2 Defined by ISO as the "differences that are not expected to change over time, such as imbedded technological
infrastructures, climatic, geographical or anthropological differences".
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3. General application of ISO Global Relevance policy

In developing an ISO standard, consideration should be given as to whether the single
technical solution proposed is applicable to all countries and can be applied by all
countries. Committees are encouraged whenever possible to use a performance-based
approach in the development of the standard and to ensure that all interested parties have

opportunity to contribute to its development.

Where a single technical solution is not possible because of market differences, options
can be included in the ISO standard, with a note specifying the market for which the

options are intended. These options can appear:

- either in the main body of the standard;

- or in normative Annex A.

If this is not possible, the largest common denominators should be reflected in an I1ISO

standard with the market differences addressed through two or more ISO/TSs.

If the market differences are believed to be permanent, an ISO standard should not be
developed. The ISO committee should instead consider developing an alternative
deliverable (e.g. ISO/TS).

4.1 Consequences for CEN

The opportunities to apply ISO Global Relevance policy at CEN level should be a matter
of discussion within the CEN Technical Committees, in order to allow the European
market to express its needs. If the choice is to pursue the development of a common CEN
and ISO standard in parallel under the Vienna Agreement, whenever possible, the aim

should be to prepare a common ISO/CEN standard representing a single technical

solution (Route A).

If this is not possible due to existing market differences at European level, options can be
included in the ISO standard, with a note specifying the market(s) to which the options
apply (i.e. Europe). The EN ISO standard should also draw the attention of the user to the

option that is applicable in Europe through explanation in the European foreword.
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These options can appear:
- either in the main body of the standard (Route B1);

- or in normative Annex A (Route B2).

If this is not possible, the largest common denominators should be reflected in the ISO
standard and an ISO/TS developed to address the European market difference. This
ISO/TS could be adopted as an EN in the CEN collection in order to support the core EN
ISO standard (Route C).

Alternatively, an EN could be developed in CEN to support the core EN ISO standard
(Route D).

The CEN Technical Committee should pay careful attention to those cases where the EN
ISO standard is intended to support European legislation. In such cases, it is essential to
identify in the ISO text the clauses which support the legislative requirements and to
compare their means of their implementation against the available options. CEN/TCs are

advised to seek the help the CEN Consultants in this task.

4.2 The Routes to follow

See also the flowchart attached as Annex 2.

Route A
Single technical solution

Every effort shall be made to develop a globally relevant ISO standard representing a
single technical solution in order for the EN ISO standard to be identical to the ISO

standard in content and application.

If this result is not possible, the following Routes may be considered.

The order in which the Routes appear reflects the order in which they should be

considered.



CEN/TC

CEN

4.2

Bl

A B2
ISO
ISO/TS
C
CEN EN EN ISO
EN ISO
Consultants
EN (ISO?) ISO

ISO

ISO/TS
EN ISO EN

ISO
CEN/TC

CEN



Route B1
Diverging requirements addressed through different normative clauses

In this case, the text of the ISO standard addresses the diverging requirements through
parallel normative clauses. Each clause should be accompanied by a note specifying the

market(s) to which the clause applies (e.g. Europe).

This will allow the adoption by CEN of an EN standard identical to the ISO standard (i.e.
an EN ISO standard), either after publication of the ISO standard or in parallel with the
adoption of the ISO standard.

In principle, this route can be followed even in cases where the EN ISO is intended to
support European legislation and hence where it is important to identify in the ISO text the

relevant clause which supports the legislative requirement3.

This means that, in Annex ZA, the EN ISO indicates that requirements not in line with an
EU Directive shall be excluded providing presumption of conformity, by the following
wording: “Once this standard is cited in the Official Journal of the European Communities
under that Directive and has been implemented as a national standard in at least one
Member State, compliance with the normative clauses of this standard except clause n
confers, within the limits of the scope of this standard, a presumption of conformity with
the corresponding Essential Requirements of that Directive and associated EFTA

regulations.”

WARNING - the European Commission has indicated to CEN that it is unlikely to

recognise (EN) ISO standards containing options as harmonized standards providing a

presumption of conformity. Until the position of the European Commission is clarified, it is

recommended that Route C is considered as the first alternative to Route A if the EN ISO

standard is intended to support a New Approach Directive.

3 Compliance with a Directive is essential if a product is to be traded legally within the European Economic Area.
CE marking should imply that the European option has been chosen.
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Route B2
Additional requirements addressed through a normative Annex

In this case, the text of the ISO standard addresses the additional requirements through
the use of a normative Annex. Reference to the Annex is made in a normative clause in
the main text of the standard using the following wording: “/In some markets, the additional

requirements listed in the normative Annex X apply.”

This will allow the adoption by CEN of an EN identical to the ISO standard (i.e. an EN ISO
standard), either after publication of the ISO standard or in parallel with the adoption of
the 1ISO standard

When the EN ISO is intended to support European legislation, this route could be useful,
for example, for an additional characteristic not considered in the 1ISO standard that could

be specified in the Annex.

Annex X provides the additional European requirements and this should then be indicated
by the following Note in the main text of the ISO standard: “Annex X is applicable in

markets regulated by EU Directives and associated EFTA regu/ations.”4

In Annex ZA of the EN ISO standard, the usual text on the presumption of conformity to

the Directive is included.

WARNING - the European Commission has indicated to CEN that it is unlikely to

recognise (EN) ISO standards containing options as harmonized standards providing a

presumption of conformity. Until the position of the European Commission is clarified, it is

recommended that Route C is considered as the first alternative to Route A if the EN ISO

standard is intended to support a New Approach Directive.

4 Compliance with a Directive is essential if a product is to be traded legally within the European Economic Area.
CE marking should imply that the European option has been chosen.
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Route C
Diverging requirements addressed through separate ISO Technical Specifications

In this case, the text of the ISO standard contains only core requirements that are

applicable to all regions.

Diverging market requirements are dealt with in separate ISO Technical Specifications
(ISO/TSs). One ISO/TS should address the particular requirements of the European

market.

In cases where the EN ISO standard is intended to support European legislation, the
ISO/TS addressing the particular requirements of the European market should be adopted

as an EN to complement the core EN ISO standard.

Note: the ISO/TSs should add few requirements to the core ISO standard. Hence the ISO
standard must not be an “empty shell”’, acting simply as a ‘bridge’ for the different
ISO/TSs.

Route D
Additional requirements addressed through a separate EN

If particular European requirements cannot be addressed in ISO in accordance with Route
C, it is possible to publish a separate EN in support of the core ISO standard. But, noting
the commitment of CEN to the primacy of international standardisation, this Route is not

preferred or recommended.
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4.3 Failure to agree at ISO level

If, after all alternatives have been considered and after exhaustive efforts, no agreement
is possible at the ISO level on the development of an ISO standard that is globally
relevant, the ISO/TC should abandon development of an ISO standard and consider the

development of an alternative deliverable (e.g. ISO/TS, ISO/TR).

If development of an ISO alternative deliverable is not pursued — or if it does not meet the
needs of the European market - CEN is free to pursue the development of its own
deliverable (EN, CEN/TS, CEN/TR or —in the case of a CEN Workshop —a CWA).

However, the CEN technical body should keep developments at the ISO level under
regular review in order to use future opportunities that may be presented to achieve a

common ISO and CEN deliverable.

The primacy of international standardization must be respected at all times.
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