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VERBAND the Standardization Regulation o

Feedback on the European Commission's call for evidence on the revision of
Regqulation (EU) No. 1025/2012 on European standardisation

We welcome the European Commission's initiative to undertake the Standardisation Regulation (EU)
1025/2012 a revision. European standardisation plays a key role for ensuring safety, quality and
competitiveness of the Single Market. In addition, European Single Market legislation provides a central
role for European standardisation (harmonised standards) as part of the New Legislative Framework.

However, the framework conditions have changed significantly in recent years: Shorter innovation
cycles, new technological developments and increasing demands for sustainability and digitalisation pose
new challenges for the system. The upcoming revision must take these challenges into account and
address structural weaknesses with the aim of making European standardisation fit for the future. The
following points, among others, must be takeninto account:

1. Extension of the scope to include processes and systems (Articles 1 and 2)

The scope of the Standardisation Requlation is limited to ‘products and services'. Against the background
of developmentsin the field of digitalisation (cybersecurity, Al) and sustainability (environmental
statements, life cycle, etc.), ‘processes’ and ‘systems’ should also be included. To this end, the definition
of the subject matter (Article 1) and the definitions of terms (Article 2) must be modified.

2. Clarification of the definition of ‘harmonised standard’ (Article 2(1)(c) and Article 10(6))

The existing definition of a harmonised standard in Article 2(1c) is not sufficiently precise. It should be
more clearly specified in that standards that do not have an Annex that specifies the relationship
between the standard and the requirements of the corresponding legal act (Annex ZA) can also be
published in the Official Journal.

Rationale: In order to establish a presumption of conformity, the relevant parts of a standard that fulfil
the essential requirements of the respective EU legal act must be specified in a dedicated annex to the
harmonised standard. In the practical interpretation of the Standardisation Regulation, however, this
condition is made a mandatory requirement for all standards that are to be published as harmonised
standards in the Official Journal. However, the presumption of conformity does not apply to standards in
the EN ISO/IEC 17000 series for conformity assessment bodies. This is because demonstration of
competence in accordance with Regulation (EC) No. 765/2008 must be provided either through
evaluation by the national accreditation body or by other national authorities. Listing of the EN ISO/IEC
17000 series in the Official Journal as harmonised standards is nevertheless required so that the national
accreditation bodies can refer to them in accordance with Regulation (EC) No. 765/2008.

The definitionin Article 2(1c) should therefore also take this application into account and specify that
harmonisation, including publication of the reference of such a harmonised standard in the Official
Journal, only requires an Annex ZA to the standard in the case of a presumption of conformity.
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3. European coordination of international standardisation activities

The aim of European standardisation is to promote compatibility with international standardisation (see
Recital 6). This requires acommon European position within international standardisation bodies to avoid
discrepancies between international standards and the European legal framework. According to existing
ISO/IEC regulations, however, such joint coordination of positions between individual countries is not
provided for. Only the mirror committees at national level are permitted to exchange views with their
interested parties with regard to standardisation activities at ISO level.

Against this background, the EU Commission should call for CEN/CENELEC, at least for projects in parallel
developmentaccording to Vienna or Dresden Agreement, to be granted a status at ISO/IEC level that
allows them to formally submit comments to ensure thatinternational standardisation outcomes are
compatible with the European legal framework.

Other important areas of the revision:

- Acceleration of procedures: Introduction of clear deadlines and simplified processes is urgently
required.

- Broader stakeholder participation: The targeted involvement of SMEs, start-ups, civil society
and science increases legitimacy.

- Digitalisation of standardisation procedures: A key step towards modernisation.

- Free access to legally relevant standards: Animportant step towards strengthening
transparency and legal certainty.
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Your contact

Eike Brand

Head of Greentech & Quality Infrastructure
Email: eike.brand@tuev-verband.de

Tel. +4930760095-385
www.tuev-verband.de/en

As TUV Association, we represent the policy interests of the TUV assessment
organisations and foster the professional exchange between our members. We are
committed to the technical safety, digital security and sustainability of products, systems
and services. Universally applicable standards, independent assessments and qualified
training form the basis. Our goal is to maintain the high level of technical safety, to build
trustin our digital world and to preserve our livelihoods. To this end, we are in regular

exchanges with policymakers, authorities, the media, companies and consumers.
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