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DIGITAL LAWS & TECHNICAL

STANDARDS

NIS 2

Directive Article 25

Standardisation

1. In order to promote the convergent implementation of Article 21(1) and (2), Member States shall, without imposing or
discriminating in favour of the use of a particular type of technology, encourage the use of European and international standards and
technical specifications relevant to the security of network and information systems.

2. ENISA, in cooperation with Member States, and, where appropriate, after consulting relevant stakeholders, shall draw up advice
and guidelines regarding the technical areas to be considered in relation to paragraph 1 as well as regarding already existing standards,
including national standards, which would allow for those areas to be covered.

Cyber Resilience
Act

Article 27

Presumption of conformity

1. Products with digital elements and processes put in place by the manufacturer which are in conformity with harmonised standards
or parts thereof, the references of which have been published in the Official Journal of the European Union, shall be presumed to be in
conformity with the essential cybersecurity requirements set out in Annex I covered by those standards or parts thereof.

The Commission shall, in accordance with Article 10(1) of Regulation (EU) No 1025/2012, request one or more European
standardisation organisations to draft harmonised standards for the essential cybersecurity requirements set out in Annex I to this
Regulation. When preparing standardisation requests for this Regulation, the Commission shall strive to take into account existing
European and international standards for cybersecurity that are in place or under development in order to simplify the development of
harmonised standards, in accordance with Regulation (EU) No 1025/2012.

Al Act

Article 40
Harmonised standards and standardisation deliverables

1. High-risk AI systems or general-purpose Al models which are in conformity with harmonised standards or parts thereof the
references of which have been published in the Official Journal of the European Union in accordance with Regulation (EU)
No 1025/2012 shall be presumed to be in conformity with the requirements set out in Section 2 of this Chapter or, as applicable, with
the obligations set out in of Chapter V, Sections 2 and 3, of this Regulation, to the extent that those standards cover those requirements
or obligations.

Data Act )

Article 36

Essential requirements regarding smart contracts for executing data sharing agreements

4. A smart contract that meets the harmonised standards or the relevant parts thereof, the references of which are published in the

Official Journal of the European Union, shall be presumed to be in conformity with the essential requirements laid down in paragraph 1

to the extent that those requirements are covered by such harmonised standards or parts thereof.

5. The Commission shall, pursuant to Article 10 of Regulation (EU) No 1025/2012, request one or more European standardisation

organisations to draft harmonised standards that satisfy the essential requirements laid down in paragraph 1 of this Article.
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European
Ombudsman

How the Eurogean Commission ensures transparency
and accountability in the adoption of harmonised
standards related to artificial intelligence in the context
of the Al Act

Case opened
Case 1974/2025/MIK - Opened on 26/09/2025 - Institution concerned European
Commission |

https://www.ombudsman.europa.eu/en/case/en/69839
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DEFINITION OF A TECHNICAL
STANDARD

- Standard means a technical specification, adopted by a recognised
standardisation body, for repeated or continuous application, with which
compliance is not compulsory.

(Art. 2(1) Regulation 1025/2012)

> Specific bodies adopt standards

>Voluntary compliance
—> copyright protected & available for a fee
—->No enforceability

11/4/2025 8




..standard’ means a technical specification..

Technical specification is a document that
prescribes technical requirements to be fulfilled ISO/IEC 27001:2022

by a product, process, service, or system —

Information security, cybersecurity and
privacy protection — Information
security management systems —

characteristics required of a product including levels of quality, = Requiremens
performance, interoperability, environmental protection, health, safety or Read sample
dimensions , -

Published (Edition 3, 2022)
production methods and processes used in agriculture L This standard has 1 amendment.

the characteristics required of a service including levels of quality,
performance, interoperability, environmental protection, health or safety

the methods and the criteria for assessing the performance of construction
products

11/4/2025



WH O
DEVELOPS
TECHNICAL
STANDARDS

. Committee based

standardisation

. Market based

standardisation

. Co-development:
standardisation bodies, with
involvement of public
regulator

International

IT/
ICT

1EC

European Standardisation Organisations

Mandate _E

it
27 + 3 National
Standard Bodiesl

CENELEC e,
it ”

27 + 3 National
Standard Committe1s

COMPANIES
direct membership

10




Standards supporting the mobility environment

BSl is the business improvement partner of choice within the mobility

environment, delivering solutions to drive technological innovation, _/@ Unmanned Aircraft

enhance safety and improve sustainability. Systems (UAS)
BS IS0 21384 series

_\-\:"\‘\ Smart cities
PAS 180 - 184 series

Vehicle production
IATF 16949

Vehicle safety Traffic signals
PD ISO/PAS 21448 BS EN 12368
BS ISO 26262

(2) After-theft systems
BS EN 152131

10T discoverability
PAS 212

e
A )
= \

Electric vehicle charging

Driver-assistance Vehicle repair Remote diagnostics (») Hydrogen fuelled vehicles

systems (ADAS) 10125 BS 150 18541-1 BS ISO 23828 BS EN IEC 61851 series
BS ISD 16787 % BS EN ISO 15118 series
BS IS0 15622 BS EN IEC 63119-1 -

e =
BS IS0 11270 ST, o FUELLING STATION

A
BS IS0 17361 /3

PAS 1878 (coming in 2020)

‘l L I B
fo.omo ofFo

(2) Public transport network Automated Connected car security Road traffic safety (2) Intelligent Transport Systems
timetable exchange (NeTEx) vehicles PAS 1885 BS IS0 33001 V2X communications and
PD CEN/TS 16614 series PAS 1881 PAS 11281 telematics

— ISO/SAE 21434 (coming in 2021) 1S0/TS 1909
'E.‘““ BS IS0 15075

BS SO 15638 series

N e # 7 /‘1/ - e . -
[ TRAINS BusES ) | _ o’ - j

—_—
—_
=

4 ¢ (2) esafety (eCall) . -
N2am g | - —= s | e T ) | = ; — PD CEN/TS 17312 . .
il (Y /O on T A e e -\ “ ..
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B. EMPIRICALLY
INFORMED
REGULATION &
STANDARDISATION

12



- "Itis important to ensure that 'regulations have strong empirical foundations, both
through careful analysis in advance and through retrospective review of what

works and what does not” [Sunstein, 2011]

11/4/2025 13
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Better Regulation

TOOLBOX

July 2023

Evidence-based and
participatory policy making

JRC report (Listorti et al.,
2020):

Several issues, including:

- Role of impact assessment
to develop proposals is
unclear

- Methodology issues &
complexity to assess quality
In ex post reviews

14




Figure 1.1. Better regulation strategies focus mostly on the design of rules, less on implementation

2017 2020 Bl 2023
27
Ex ante impact assessment %;
Administrative simplification 2627
or burden reduction %
Transparency 26 =
and consultation %
. 23
Ex post evaluation - 24
Compliance 13
and enforcement 16
_— 17
Communications strategy 1516
Performance-based lg
regulation 13
0 5 10 15

Source: OECD Indicators of Regulatory Policy and Governance (iREG) 2024.

https://www.oecd.org/content/dam/oecd/en/publications/reports/2025/09/better-regulation-practices-across-the-european-union-2025_a3dfd5e6/6f007516-en.pdf
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OUTCOME OF NIST

Externalities:

11/4/2025

CONSEQUENCES

PROBLEMS

DRIVERS

=
(o]
E
<
=
= |
<
@

EVALUATION

affected

Costs to companies directly

by an incident

— Health

— Costs to companies indirectly
affected by an incident

— Environment
— Social costs
— Lack of trust

Cross-border cyber
threat spillovers

Cost of complying
with multiple rule sets

Impact on
competition

Limited EU incident
response capacity

¥

)

L

¥

¥

Low level of

cyber resilience of businesses
operating in the European Union

Inconsistent resilience across Member States

and sectors (similar companies not covered in

all Member States and/or subject to divergent
cybersecurity rules)

Low level of joint
situational
awareness and lack
of joint crisis
response

AMPLIFIED BY NEW THREAT LANDSCAPE AND INCREASED DIGITISATION

Lack of cyber-
security measures
taken by key
companies (due to
being out of scope)

Inconsistent treatment of entities

covered by the Directive across Member States

(regulatory failure)

Voluntary nature of
cooperation, limited
information sharing
and lack of crisis
management
structures

f

f

f

f

f

f

Increased
interconnectedness

&

interdependencies in
sectors not covered

Scope not clearly
determined by the
Directive

&

unclear national
competence over
DSPs

Divergent security
and reporting
requirements

Ineffective
supervision and
enforcement

Uneven resources for

competent authorities

set aside by Member
States

Limited information
sharing between
Member States

Scope (sectors, OES identification & Security measures & Supervision & Capabilities of European
services, firm size) DSP coverage incident reporting enforcement competent authorities cooperation
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"EMPIRICAL FOUNDATION..”

- Types of knowledge that informs
development/amendment/implementation of
regulations [Head, 2008]:

- political know-how

- rigorous scientific and technical analysis

- practical and professional field experience.

11/4/2025 17




HOW DOES STANDARDISATION
CONTRIBUTE EXPERT KNOWLEDGE?

Clarity and
interpretation

Definitions of

concepts

Interpretation of
principles

Source: I.
(2025)

Implementation
and compliance

Uniform application of the
law across sectors &
Member States

Accountability fo those
with a duty for legal
compliance

Benchmark for supervisory
authorities

Technology-
related

Translation of legal
requirements to technical
auditable requirements &

controls

Enforcement by means of
technology/ techno-
regulation

State-of-the art, technical
measures for compliance

Kamara, Standardizing Personal Data Protection




The Role of Standards in Support of Technology Transfer.” CEN CENELEC Guide 39, ed.1
March 2022.

Kee p u p W It h | ?a d I.n g te C h n O | Og I es : . Innovation: The European Journal qf:Social Science Research, 2024 é Routledge
Standa rds prOVIde InfOI’mathn on lead,ng Vol. 37, No. 5, 1441-1460, https://doi.org/10.1080/13511610.2024.2349626
industry technologies and practices, and are
the basis of continuing education through

Taylor & Francis Group

‘ M) Check for updates

. . [ . . . . . uropean cybersecurity standardisation: a tale of two solitudes
£ d p European cyb ity standardisati le of litud
testlng, Ce r-tl Icatlon, an m O re. a r-tl Clpatlng n in view of Europe’s cyber resilience
standardization activities allows you to keep Irene Kamara*

a b re a St Of m a rke t[ te C h n O / O g y, a n d p O / | C_y Qﬁzi::«i:lg';zr;:/tgtl{(:jr[i:;‘ Technology and Society, Tilburg Law School, Tilburg University,
Ch a nges_kn owledge of Wh iCh supp o’ts your (Received 4 August 2023; final version received 9 March 2024)

Cybersecurit ili s a ¢ t and EU poli h sses, in broad
entry to market and helps to enable e e e it i e g oy
° oNe ’ attacks. Policy and law makers in the European Union have started endorsing

strategies moving both towards reactive measures mitigating the consequences of
interoperability. i :

cybersecurity incidents and proactive measures geared towards prevention.

Recently, a political agreement was reached on a new horizontal Regulation
addressing cyber resilience of products with digital elements. An essential aspect of
the Cyber Resilience Act is technical standardisation to support its goals. How
appropriate is however the European Standardisation system for such a role in EU
cybersecurity law? The paper argues that for European standards to be

Stakeholder buy_in ::jonceplualised as av F)ui]d.ing b!ocfk o_f' cyber resilie'nce in the Eur_(?Pean Unilon-,‘the‘ir
i evelopment process must be inclusive and open, and a prerequisite for that is that
The |EC and ISO’s International Standards are téle ESOs joirglydwgrk towards fth; cc])ir{}monb goal cl)f develoFing ar(ljdladop_;il]qg
. . . t 2
developed in a multi-stakeholder environment ISO-IEC.2015. "ISO an d ciﬁ‘;ﬁi‘r‘;“ii?“a:;;éﬁ s mandated both bcyy e Aeues cgfpfyffeyr ke
h H h h d h H I : ° cybersecurity as regulated fields, but also the changing nature of standardisation
wnich ensures that a wide range oftec nica . = ! i A g
aspiring to contribute to areas pertaining to societal interests and fundamental rights.
views are represented,. including those relatin |[EC International Standards
- p e g g Keywords: CEN-CENELEC; cybersecurity; cyber resilience; CRA; empirically
to social and economic interests The standards — f5r Pol iCy Makers” informed regulation; ETSI; standardisation
therefore already have the buy-in of a wide : .
range of stakeholders, which can help guarantee Accessed June 15,2023 link

a high level of acceptance for the policy
guidance or legislation.’
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And for whom?

(Regulated)
entities

e.g. manufacturers

Al system providers

Individuals impacted by

L non-compliance, e.g.
Beneficiaries P » €8

consumers
e The working and
(Parker, implementation of the
Binns) law itself.
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C. STANDARDS
& EU PUBLIC
REGULATIONS




STANDARDS IN THE CYBER
RESILIENCE ACT

« CHAPTER I
« CONFORMITY OF THE PRODUCT WITH DIGITAL ELEMENTS
Article 27

Presumption of conformity

« 1. Products with digital elements and processes put in place by the manufacturer which are in conformity with harmonised
standards or parts thereof, the references of which have been published in the Official Journal of the European Union, shall
be presumed to be in conformity with the essential cybersecurity requirements set out in Annex | covered by those
standards or parts thereof.

« The Commission shall, in accordance with Article 10(1) of Regulation (EU) No 1025/2012, request one or more European
standardisation organisations to draft harmonised standards for the essential cybersecurity requirements set out in Annex |
to this Regulation. When preparing standardisation requests for this Regulation, the Commission shall strive to take into
account existing European and international standards for cybersecurity that are in place or under developmentin order to
simplify the development of harmonised standards, in accordance with Regulation (EU) No 1025/2012.

11/4/2025 22



THE EU STANDARDISATION
MODEL: KEY INGREDIENTS

When there is a need for a

Three standardisation new standard + legal basis in

organisations, non-for profit, EU (dicital) | SE The ESOs may ACCEPT or If all or some of them accept
not EU agencies (CEN, (digital)law == Ellropean REJECT the request --> Binding obligation

Commission issues
SERIEREC, (ESl; standardisation requests

If it conforms --> the

.. After the draft European Reference (not the full text)
The Commission does NOT standard is adopted by 5 (2l e vzl i OfF el

' : E --> iSSi
vote during the process SOs --> Commission Journal EU, status of

harmonised standard,
presumption of conformity

Only observes. assesses its conformity with
the standardisation request.
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Katarzyna Chrusciel M.Sc., B.Eng. - Simplified illustration of broad use of the option of referencing standards

European Parliament
represents the citizens represents the Member State Governments

v

Legally binding instruments
(e.g. Directives, Regulations, Decisions)

Direct references to standards

v v

European
Council of the B
Ci ission adopts the request as
Council of the European Union Ci D and sends it
to the European dardisation Organi: (ESOs)

Co-decision procedure

Expert groups and working groups.

Non-binding legal instruments ﬁ Guidance on European compliance
(e.g. Recommendations, Opinions) requirements and related areas

S

Indirect references to standards

¥

"State of the art"
SOTA

[ Dated reference ] [Undahdukmncas]

A spacific standard is directly quoted
within a legal text. In many cases, a
standard is made mandatory.

Its requirements MANUFACTURER
must meet.

New Approach A MANUFACTURER has no
New Legislative certainty which standard exactly
Framework (NLF) corresponds to the

state of the art.

Legislator intends to allow or promote :
volontary use of standards. Defines 1
general requirements, which are elaborated !
ised technical standards.

BROAD USE OF THE OPTION OF REFERENCING STANDARDS

Oversees the application of Union law
and respect for the Treaties by the Member States
PROPOSES LEGISLATION

P

P

P

P

i

i

E Uni ] Commission :
uropean Union #‘ —— i
a P

'

i

'

P

i

P

P

P

i
i
i
HAS Consultants i
i
i
i

B2 CENELEC TS

Evrorsan Stancanpization Onaamizations

The standards

el o
CEN, CENELEC and ETSI,
they must accept the request (mandate)

are

to start the of a h:

DEVELOPE TECHNICAL STANDARDS

EUROPEAN NORM

to the Commission, :

assess the compliance of H

i documents drafted by the ESOs !
with the rispective :

initial standarisation requests |

i
i
i
i
i
i
1
. . . [
: Provide technical ‘
'
i
i
i
1
i

Official Journal

of the European Union

Official Journal of the European Union (OJEU)

ONCE PUBLISHED IN QJEU,
STANDARDS PROVIDE
PRESUMPTION OF CONFORMITY
Annexes ZA, ZB, ZC... ZZ

\
i
i European Standards
i
i
i
i

FINALIZE

-
'
o e
=

i i
I i
I i
i i
i i
i i
i : i
i i
| NATIONAL STANDARDISATION !
i BODIES (NSB) [
i i
i i
i [
i I
i i
i i
i 1

Standards are a priori not binding and
their application is voluntary. MANUFACTURERS always may
apply other technical specifications to meet the requirements

List the Essential Requirements (ERs) of Directives or the General Safety and Performance Requirements (GSPRs) of Regulations
that are claimed to be covered by specific clauses of the standard must be met to beneficial of presumption of conformity

By Katarzyna

Chrusciel M.
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Regulation
1025/2012

11/4/2025

Article 10

Standardisation requests to European standardisation organisations
vM8
1.
The Commission may, within the limitations of the competences laid down in the Treaties, request that one or more European
standardisation organisations draft a European standard or European standardisation deliverable within a set deadline, provided
that the European standardisation organisation concerned complies with paragraph 2a. European standards and European
standardisation deliverables shall be market-driven, take into account the public interest as well as the policy objectives clearly
stated in the Commission’s request and be based on consensus. The Commission shall determine the requirements as to the
content to be met by the requested document and a deadline for its adoption.
vB
2.
The decisions referred to in paragraph 1 shall be adopted in accordance with the procedure laid down in Article 22(3) after
consultation of the European standardisation organisations and the European stakeholder organisations receiving Union
financing in accordance with this Regulation as well as the committee set up by the corresponding Union legislation, when such a
committee exists, or after other forms of consultation of sectoral experts.
YM8
2a.
Without prejudice to other advisory opinions, each European standardisation organisation shall ensure that the following
decisions concerning European standards and European standardisation deliverables referred to in paragraph 1 are taken
exclusively by representatives of the national standardisation bodies within the competent decision-making body of that
organisation:
(a)
decisions on the acceptance and refusal of standardisation requests;
(b)
decisions on the acceptance of new work items that are needed for the fulfilment of the standardisation request; and
(c)

decisions on the adoption, revision and withdrawal of European standards or European standardisation deliverables.
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A.
CEN/CLC/IT
C13-
Cybersecuri
ty and Data
Protection

11/4/2025

CEN/CLC/JITC 13 Published Standards

Project reference, Title

Publication date

CEN ISO/IEC/TS 27006-2:2022 (WI=1T013049)

Requirements for bodies providing audit and certification of information security management systems - Part 2: Privacy 2022-11-09
information management systems (ISO/IEC TS 27006-2:2021)

CEN/CLC ISO/IEC/TS 23532-1:2024 (WI=1T013069)

Information security, cybersecurity and privacy protection - Requirements for the competence of IT security testing and 2024-09-25
evaluation laboratories - Part 1: Evaluation for ISO/IEC 15408 (ISO/IEC/TS 23532-1:2021)

CEN/CLC ISO/IEC/TS 23532-2:2024 (WI=]T013070)

Information security, cybersecurity and privacy protection - Requirements for the competence of IT security testing and 2024-09-25
evaluation laboratories - Part 2: Testing for ISO/IEC 19790 (ISO/IEC/TS 23532-2:2021)

CEN/CLC/TR 17919:2023 (WI=JT013026)

Data protection and privacy by design and by default - Technical Report on applicability to the video surveillance industry - 2023-02-01
State of the art

CEN/CLC/TS 17880:2022 (WI=1T01304) 20221291
Protection Profile for Smart Meter - Minimum Security requirements

CEN/CLC/TS 18072:2025 (WI=1T013044) 2025-04.93
Requirements for Conformity Assessment Bodies certifying Cloud Services

CEN/TS 18026:2024 (WI=JT013043) 2024-04-24
Three-level approach for a set of cybersecurity requirements for cloud services

EN 17529:2022 (WI=JT013025) 2022-05-18

Data protection and privacy by design and by default
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ETSI(___\\»
W ) STANDARDS TECHNOLOGIES COMMITTEES MEMBERSHIP

LATEST PUBLICATIONS

Download All Export List

. B ETSI TC ETSI TS 103 744 V1.2 (2025-03) Published H m
[ ]
CYber

CYBER; Quantum-Safe Cryptography (QSC); Quantum-safe Hybrid Key Establishment

1l
4

ETSI TR 103 958 V1.1.1(2025-03) Published H m =

Cyber Security (CYBER); Study Implementation of the Resilience of Critical Entities Directive

ETSI TS 103 928 V1.3.1(2025-03) Published ﬂ m =

Cyber Security (CYBER); Cyber Security for Home Gateways; Conformance Assessment of Security
Requirements as vertical from Consumer Internet of Things

ETSI TS 103 848 V1.2 (2025-02) Published H m

Cyber Security for Home Gateways; Security Requirements as vertical from Consumer Internet of
Things

11/4/2025 ETSI TS 104 015 V1.1.1(2025-02) Published E m

1l
4

1]
«




M/606 - C(2025)618
COMMISSION IMPLEMENTING DECISION of 3.2.2025 on
a standardisation request to the European Committee for

Standardisation (CEN), the European Committee for CEN
Electrotechnical Standardisation (CENELEC) and the CENELEC
European Telecommunications Standards Institute (ETSI) ETSI

as regards products with digital elements in support of

Regulation (EU) 2024/2847 of the European Parliament Accepted the request
and of the Council of 23 October 2024 on horizontal
cybersecurity requirements for products with digital
elements and amending Regulations (EU) No 168/2013
and (EU) 2019/1020 and Directive (EU) 2020/1828 (Cyber
Resilience Act)

All requested harmonised European standards
developed under this Decision shall be drafted
in such a way that they may facilitate
publication in the Official Journal of the
European Union.

11/4/2025
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ARE STANDARDS REALLY VOLUNTARY?

- Standard means a technical specification, adopted by a recognised
standardisation body, for repeated or continuous application, with
which compliance is not compulsory.

- (Art. 2(1) Regulation 1025/2012)

11/4/2025
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CASE C-171/11 FRA.BO

- Copper fittings certification offered by a German certification body DVGW.

- FRA.bo, private company that applied for certification to DVGW and got their

application initially accepted, and then re-assessed and rejected.

- DVGW were drafting their own 'standards' that they used for evaluating the products
(copper fittings). Mid the process, the relevant standard --> amended, 3000 test.

- Before the rejection, FRA.bo had tried to pass the 3000 hour test, but with a lab that
was not accredited by DVGW, but the latter did not accept the results from that lab.

- FRA.bo complained.

11/4/2025 30



FRA.BO ||

» Arguments of FRA.bo mandatofy

Due to the presumption of com

conferred on products certified by the
DVGW it is virtually impossible for
Fra.bo to distribute its products in<
Germany without that certificate.

The 3 000-hour test has no objective
justification

the DVGW is not entitled to reject
outright test reports from laboratories
which are accredited by the competent
authorities in Member States other than
the Federal Republic of Germany

11/4/2025

Arguments of DVGW

As a Private association -hence not bound by the
provisions governing the free movement of goods

principle

nothing preventing the DVGW from drawing up technical
standards which go beyond those in place in Member
States other than the Federal Republic of Germany and to

apply them to its certification activities.

also free, on quality-related grounds, to take account only

of laboratories accredited by it.

31



FRA.BO [|Il: RULING

DVGW is a non-profit, private-law body whose activities are not financed by
the Federal Republic of Germany. Germany has "no decisive influence over
the DVGW's standardisation and certification activities, although some of its
members are public bodies."

BUT:

1. According to german law, products certified by the DVGW are deemed
compliant with national legislation [presumption of conformity]

2. DVGW was the only body able to certify the copper fittings at issue. While
an alternative process via experts was allowed, there were no formal
procedures estalbished and very costly --> little or no use

3. the lack of certification by the DVGW places a considerable restriction on
the marketing of the products concerned on the German market.

11/4/2025

The DVGW, by
virtue of its
authority to certify
the products, in
reality holds the
power to regulate
the entry into the
German market of
products such as
the copper fittings
at issue inthe main
proceedings.
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STICHTING
ROOKPREVENTIE

- CJEU Stichting Rookpreventie C-160/20 (measurement of emissions of tobacco
filter cigarettes): mandatory reference to standards of the International
Organization for Standardization (ISO) in EU legislation makes these standards

binding on public, only if they been published in the OJ. [para 48.]

Binding
effect if

published in
Official
Journal EU

11/4/2025 33




FACTORS TO CONSIDER WHEN RELYING ON
STANDARDS FOR EMPIRICALLY INFORMED
REGULATION

- Juridification of standards [Schepel], without relevant safeguards,
- no judicial review

- no liability of standardisation organisations in case of a defective product relying on a

problematic standard

- Throughput Legitimacy issues: transparency of the process? Representation of all actors (see

Ombudswoman complaint)?

11/4/2025
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INTERPLAY - EUROPEAN V INTERNATIONAL
STANDADS

- International standards such as from ISO and IEC are not developed with the regional
legislations in mind

- Standards developers may be aware of legislation such as the CRA and even refer to it
in an informative annex

-+ But aim is not to cover legal requirements of the CRA or other laws as such

- > Consequence: not complete alignment
- Different terminology and scope
- Not all legal obligations are covered

- Standards have limited scope and application area

11/4/2025
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r HOW STANDARDS PROLIFERATE:
(6 AIC OHRGERS, CHARACTER ENCODNGS, INSTANT MESSAGING, ETC)

SITUATION:

| THERE ARE
4 COMPETING

STANDPRDS.

L

M?! RIDICULOLS!

WE NEED To DEVELOP

ONE UNIVERSAL STANDARD

THAT COVERS EVERYONE'S
USE CASES. e

\O )

A

SITUATION:

THERE ARE
|5 COMPETING

STANDPRDS.
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THREE IMPORTANT COURT CASES

- CJEU James Elliott C-613/14 (sulphur levels included in
construction product above the harmonised standard --> caused
damage in flooring of building, infringement of contract among
private parties): harmonised standards form part of EU law due

to their legal effects.

- Does the CJEU have jurisdiction? Yes. Harmonised

"a harmonised standard such as that at issue in the main proceedings, adopted on the basis of Directive 89/106 Sta n d a rd s
and the references to which have been published in the Official Journal of the European Union, forms part of EU
law, since it is by reference to the provisions of such a standard that it is established whether or not the
presumption laid down in Article 4(2) of Directive 89/106 applies to a given product."

EU law”

- "while the development of such a harmonised standard is indeed entrusted to an organisation governed by private aw
law, it is nevertheless a necessary implementation measure which is strictly governed by the essential requirements
defined by that directive, initiated, managed and monitored by the Commission, and its legal effects are subject to
prior publication by the Commission of its references in the ‘C’ series of the Official Journal ofthe European Union"

are “part of

- Isthe hEN binding for national courts for private disputes? No.

harmonised standard EN 13242:2002 must be interpreted as not binding a national court seised of a disp ute
concerning a contract governed by private law requiring a party to supply a product compliant with a national
standard transposing that harmonised standard, either as regards the method of establishing the conformity of
such a construction product with the contractual specifications or the time at which its conformity must be
established. [para 53]

11/4/2025
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PUBLIC.RESOURCE.ORG (MALAMUD

CASE)

T-185/19 - Public.Resource.Org and Right to
Know v Commission [General Court]

Appeal: CJEU case Case C-588/21 P

Request to the European Commission -
Regulation No 1049/2001 and Regulation
No 1367/2006, for access to documents held
by the Commission (‘the request for access’).

- 4 harmonised European standards based on
standardisation requests - toy safety

COM refused the request, application to
General Court asked for annulment of COM
decision.

GC rejected the pleas and dismissed the
action.

11/4/2025

unless there is an overriding public interest in disclosure.

Art. 2 1049/2001

1. Any citizen of the Union, and any natural or legal person residing or having its registered office in a
Member State, has a right of access to documents of the institutions, subject to the principles,
conditions and limits defined in this Regulation.

Art. 4(2) 1049/2001 - exception

2. The institutions shall refuse access to a document where disclosure
would undermine the protection of:

- commercial interests of a natural or legal person, including
intellectual property,

- court proceedings and legal advice,

- the purpose of inspections, investigations and audits,
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- Appelants ""by virtue of the principle of the rule of law, which requires free access to EU law, an

overriding public interest justifying access to those standards for all natural or legal persons residing
or having their registered office in a Member State, on the ground that those rules form part of EU
law." [paraé5]

- CJEU

11/4/2025 39

Access to documents is a fundamental right (art. 42 CFREU)
Standards are part of EU law and may be binding when published in OJ.

The Commission plays a central role in the European standardisation system: requests the standardisation body,
defines the requirements for the content, deadline for adoption, process supervised by COM, financed by COM.

Presumption of conformity - to challenge it, access to standards is required. Toys have been manuufactured
based on the requested standards.

While compliance with standards is not generally mandatory, harmonised standards in question are 'manifestly’
mandatory [para 79]

s there overriding public interest?

Transparency and openness principles make it possible, inter alia, to ensure that the administration enjoys greater
legitimacy and is more effective and more accountable to the citizen in a democratic system [para 83] -> an overriding
publicinterest of disclosing the standards in question exists.




CONSEQUENCE

- Commission decision of 27 September 2024 to grant access to standards in

response to requests made under Regulation (EC) 1049/2001
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D. WHAT'S
NEXT?




A. 1SO & IEC: CASE T-
631/24

- General Court case pending

- Action by ISO and IEC = Annulment of the Commission’s decision
of 27 September 2024 to grant access to International Standards

belonging to IEC and ISO, in response to requests made under
Regulation (EC) 1049/2001

a. errors of assessment and lack of reasoning in the application of
Article 4 of Regulation (EC) No 1049/2001

b. infringement of the Treaties or any rule of law relating to their
application

c. infringement of essential procedural requirements

11/4/2025 https://eur-lex.europa.eu/eli/C/2025/919/0j/eng 2

There is no overriding public interest within the meaning of
Article 4(2) of Regulation (EC) 1049/2001 in favour of the
disclosure of IEC and ISO International Standards, which
will seriously undermine the commercial interests and the
valuable intellectual property of IEC and ISO. The
Commission should refuse, and should have refused,
Access Requests relating to the disclosure of IEC and ISO
International Standards

COM failed to provide fair
compensation in good time
under Article 17 of the Charter
in return for ISO & IEC
deprivation of the applicants’
intellectual property

COM failed to
consult with ISO &
IEC as third parties
with a view to
assessing whether
the exceptions in

Article 4(1) or 4(2)
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Home > Single market > Single market for goods » European standards » Harmonised Standards > Toy safety

Toy safety

Directive 2009/48/EC

Short name Toy safety

Base Directive 2009/48/EC ‘@, of the European Parliament and of the Council of 18 June 2009 on the
safety of toys
0J L 170, 30 June 2009

Modification [-]

Directives repealed Council Directive 88/378/EEC @, of 3 May 1988 cn the approximation of the laws of the Member
States concerning the safety of toys
OJ L 187 of 6 July 1988

Directive 88/378/EEC, except Article 2(1) and Part 3 of Annex Il, is repealed with effect from 20 . s
July 2011. Article 2(1) thereof and Part 3 of Anr - Summary list of titles and references of harmonised standards under Directive 2009/48/EC for Toys
2013,

The summary below consolidates the references of harmonised standards published by the Commission in
the Official Journal of the European Union (OJ). It reproduces information already published in the L or C
series of the OJ. It contains all references which, when the summary was generated, still provided a
presumption of conformity together with references already withdrawn from the OJ.

The Commission services provide this summary for information purposes only. Although they take every
possible precaution to ensure that the summary is updated regularly and is correct, errors may occur and
the summary may not be complete at a certain point in time. The summary does not as such generate legal
effects.

« Summary list as pdf file @,

« Summary list as xls file ‘@,

Share this page
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Created on 12.9.2025

Legislati

ESO

Reference and title Provision

Start of
legal effect

Publication
0J reference

Publication
Decision
reference

Publicati

0J date

End of legal effect

Withdrawal OJ
reference

Withdrawal Decision
reference

Withdrawal OJ date

2009/48/EC - Safety
of Toys

Cenelec

EN 62115:2005

Electric toys - Safety#IEC 62115:2003
(Modified) + A1:2004

EN 62115:2005/A2:2011

EN 62115:2005/A2:2011/AC:2011

11.08.2011

0JC 235

11.08.2011

15.11.2012

0J C 349

15.11.2012

2009/48/EC - Safety
of Toys

Cenelec

EN 62115:2005

Electric toys - Safety#|EC 62115:2003
(Modified) + A1:2004

EN 62115:2005/A2:2011

EN 62115:2005/A2:2011/AC:2011

EN 62115:2005/A11:2012

EN 62115:2005/A11:2012/AC:2013

15.11.2012

0JC 349

15.11.2012

03.06.2017

0J C 196

12.06.2015

2009/48/EC - Safety
of Toys

Cenelec

EN 62115:2005

Electric toys - Safety#|EC 62115:2003
(Modified) + A1:2004

EN 62115:2005/A2:2011

EN 62115:2005/A2:2011/AC:2011

EN 62115:2005/A11:2012

EN 62115:2005/A11:2012/AC:2013
EN 62115:2005/A12:2015

12.06.2015

0JC 196

12.06.2015

21.02.2022

0JL190

2021/867

31.05.2021

2009/48/EC - Safety
of Toys

CEN

EN71-1:2011
Safety of toys - Part 1: Mechanical and
physical properties

18.06.2011

0JC178

18.06.2011

30.09.2014

0JC317

31.10.2013

2009/48/EC - Safety
of Toys

CEN

EN 71-1:2011+A2:2013
Safety of toys - Part 1: Mechanical and
physical properties

31.10.2013

0JC317

31.10.2013

30.09.2014

0Jc181

13.06.2014

2009/48/EC - Safety
of Toys

CEN

EN71-1:2011+A3:2014
Safety of toys - Part 1: Mechanical and
physical properties

13.06.2014

0JjCc181

13.06.2014

29.02.2016

0JCcs87

13.03.2015

EN 71-1:2014
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B. OMBUDSWOMAN CASE

Accountability and inclusive decision-making

EU COMPETENCE AREA

Internal Market, Industry, Entrepreneurship and
SMEs

ISSUE

Failure to be proactively transparent in EU

decision making

Failure to properly deal with issues of conflicts

of interest

11/4/2025

How the European Commission ensures
transparency and accountability in the
adoption of harmonised standards related to
artificial intelligence in the context of the Al
Act

CASE 1974/2025/MIK - OPENED ON Friday | 26 September 2025 - INSTITUTION
CONCERNED European Commission - COUNTRY Belgium

Comp'lamt Analys[s of the Inquiry ongoing Preliminary Inquiry
submitted complaint outcome outcome

16/07/2025 17/07/2025 26/09/2025
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OMBUDSWOMAN CASE
197472025/ MIK

- Concerns the Al Act standardization request - but is relevant to all digital laws

standardization requests, incl. the CRA request.

« QUESTIONS to the COMMISSION

+ A. The Commission’s rolelinreviewing thelprocess of developing harmonised

. B.The transparency of the process: confidentiality rules & transparency processes

. C. Inclusiveness of standardization process

- Next to Annex lll organisations
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OMBUDSWOMAN CASE II:
REQUESTED DOCUMENTS

- - the results of any interim reviews of the draft harmonised standards produced by CEN and

- CENELEC and any documents relating to these reviews,

- -transparency and confidentiality rules or policies applicable to the work of CEN and CENELEC
« on the harmonised standards on Al,

- - alist of the names and affiliations (companies, authorities, organisations etc.) of the members
- of JTC 21,

- - alist of the names and affiliations of the members of the task force on inclusivity,

- - alist of meetings of the task force on inclusivity, including any agendas, minutes or reports

- - outcomes of the meetings of the task force on inclusivity, including any decisions taken.
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C. REVISION OF REGULATION
102572017

- Consultation open for the proposal for a revision of 1025/2012 - 27 September to 17

December

- https://single-market-economy.ec.europa.eu/consultations/public-consultation-

proposal-revision-regulation-eu-no-10252012-also-called-eu-standardisation_en

- The focus of the consultation is specifically on standards developed to support EU law

or policies, including harmonised standards (rather than other industry standards).
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REVISION OF REGULATION 1025/20172

- Speed and responsiveness to innovation

- "The results of the evaluation of the Standardisation Regulation highlight slow,
complex processes, delays due to lengthy quality assessments, limited digitisation, and
insufficient flexibility in finding alternatives when (harmonised) standards are not
available in atimely manner. The Commission aims to make the standardisation
process faster and more flexible.”

- "When using standards from recognised international standardisation bodies such as ISO, IEC

and ITU, there should be a faster adaptation, adoption and take-up in the EU system.”

- Expand the list of European Standardisation Organisations.

11/4/2025
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- Inclusiveness of the standardisation process

- "Regarding achieving a balanced stakeholder participation in standardisation work,
several barriers remain, in particular the lack of financial support and incentives for EU
SMEs, startups, civil society and academia. Some organisations may lack the
awareness, skills and resources to participate effectively, and are therefore
underrepresented in the standardisation process. This is particularly acute in complex
technical domains where working with standards requires scarce specialist

knowledge.”

- Voting rights for SMEs, consumers and other societal stakeholders (Annex 1) in the

standardisation process.

- An obligation on ESOs and NSBs to ensure a minimum share of specific stakeholder interest in

standardization.
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« Access to standards

« "Ensuring accessibility - especially for citizens, public authorities and SMEs - is

therefore a matter of legal compliance and fair competition.”

- The legally relevant content of standards should be published and freely accessible by default.

- Free access to a simplified summary of a standard’s content would be useful.

- EU’s role in global standard-setting

- build structural alliances with like-minded partners at the international level to amplify its

values and strategic goals

- What aspects should be evaluated when considering the legislative use of

international standards at EU level?
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KEY TAKEAWAYS

. IS.tandards and their development frame, guide, and harmonise almost all areas of our
ives.

- Standards allow technology to work seamlessly and establish trust so that markets can
operate smoothly:

- provide a common language to measure and evaluate performance,

- make interoperability of components made by different companies possible, and
- Provide essential requirements e,g.to ensure safety, cybersecurity.

> Good practices, expertise and knowledge
> Cybersecurity has been benefitting from information security standards for many

decades - this is now formalised through references to standardisation in key EU
Cybersec laws

- Standards are a market instrument, developed by and for the market players
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KEY TAKEAWAYS ||

- When used in policy/law context = cautiousness

- Technical expertise and ‘good practices’ are far from neutral contributions
- Quality should be thoroughly reviewed
- Participation and interest representation

- Evolving field: regulatory and case law developments, harmonised standards under
development
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QUESTIONS




ADDITIONAL INFORMATION

- EURAS annual conference: https://www.euras.org/

- Journal of standardisation: https://journals.open.tudelft.nl/jos

- EDU4Standards project website: https://edudstandards.eu

Empowering Standardisation through Education
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