Standard means a technical specification, adopted by a
recognised standardisation body, for repeated or continuous
application, with which compliance is not compulsory — except
when referenced in a Technical Specification for Interoperability.

Referenced standard means a standard or a part of a standard
referenced in a technical specification for interoperability (TSI).
Furthermore, Article 4.8 of the Interoperability Directive (EU)
2016/797) sets out that specifications, technical documents or
other normative documents can also be referenced in the
technical specifications for interoperability. When a standard or
technical document is referenced, their nature change from
voluntary to mandatory.

TSI Application Guide

The TSlIs are “accompanied” by application guides (AGs), written
and published by the ERA. These AGs are understood as a
guidance on how to fulfil the requirements listed in the TSI in
detail. In order to achieve this, the AG also makes use of
standards, published by the European standardisation
organisations or other normative documents according to article
4.8 of Directive (EU) 2016/797), e.g. UIC leaflets. Such references
in the ERA AGs do not have any legal effect.

ANNEX Z of standards and the Official Journal of the European
Union

The listing of a European standard in the OJEU requires a
Commission Implementing Decision, based on positive
assessments of the HAS Consultant and the EC desk officer, with
the support of ERA. Furthermore, it is required that the listed
standard contains an Annex Z detailing to which requirements of
the directive (or TSI) it provides presumption of conformity.

The current list of harmonised standards

The Commission Implementing Decision (EU) 2020/453 of 27
March 2020 on the harmonised standards for railway products
drafted in support of Directive 2008/57/EC will be the last list
under Directive 2008/57/EC.

July 2020

GRB / SFR Fact Sheet “Standardisation”
Explaining referenced & harmonised standards

European standard means a standard adopted by a European
standardisation organisation (CEN, CENELEC or ETSI).
International standard means a standard adopted by an
international standardisation body (I1SO, IEC or ITU).

Harmonised standard means a European standard published
on the basis of a request made by the European Commission
supporting the application of Union harmonisation legislation
(Interoperability Directive and TSIs). Its application can be
mandatory (referenced standard) or voluntary (standard
listed in the OJEU).

Presumption of conformity

The presumption of conformity is a concept that is widely
used in the context of the European “New Approach” for
better regulation.

The presumption of conformity means that a manufacturer
who has complied with a harmonised standard listed in the
OJEU can legally assume he has met the requirements of the
directive (or TSI) covered by that standard, as described in its
Annex Z.

Lists of harmonised standards in OJEU

The references of harmonised standards drafted in support
of EU Directives are regularly published in the Official Journal
of the European Union (OJEU) by means of Commission
Implementing Decisions. Standards published in the OJEU
provide presumption of conformity as described in their
Annex Z. Standards withdrawn from the OJEU lose their
presumption of conformity.

The new list of harmonised standards

The work will start as soon as possible, taking account of the
available resources allocated to the ongoing current work on
the standardisation request. The new list to be published as
Implementing Decision under Directive (EU) 2016/797 should
be published before 31 October 2020. The work was kicked
off by the EC and CEN/CENELEC together with the sector
stakeholders contribute to this work.

More information
https://www.cencenelec.eu/

https://www.etsi.org/
https://ec.europa.eu/growth/single-market/european-
standards/harmonised-standards/interoperability-rail-
system en




