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Regulation 1025/2012.



Table of Contents:

[0}V /o1 V=T 0 T=T o | S P PP PP PP PPN 4
Involvement of Industry Depends on Proper Legal Clarifications of ECJ Case Law ..... 4

1S 0 1-1= T I PP PP 6
Standardisation Development as Part of a Wider NLF-Check Process: .......cccccue........ 6
Various approaches to improving speed and flexibility:......cccooviiiiiiiiiiiininn, 7
Common Specifications & Alternatives to Standards: ....c.ceeveeviiiiiiiiiiiiiiieieeeeenne. 9
Role of the European Standardisation OrganisationS........ccceeeviuiiiiiieiiienineneenennenen. 10
INCLUSIVENESS . ettt ettt ettt et e et e ea e eae e e seeaneateensaasneansnsnnenens 10
SoCial Partner CoOmMPEtENCIES: v uniiiiieiii e etee ettt et eeeeeaeeesesaenenenenenas 11
ACCESS 10 StaANAANTS: c.inieiiniii ettt et e et et e e e e e e e e e ans 12
Annex |: Proposed Structure of an “NLF Check” .....c.vuviiiiiiiiiiiiiii e, 12

Annex Il: Case study: EN 54 Series on Fire Detection ......ccoooviiiiiiiiiiiiiiiiiiiiiineeens 15



BusinessEurope would like to note, as a disclaimer, that some questions in this survey
may be open to very different interpretations. In certain cases, the phrasing could lead
to varied responses even among stakeholders who share similar views.

As with the evaluation consultation, we have concerns that the current structure of the
questionnaire might unintentionally suggest a pre-defined direction. We believe that
adding more nuance to the questions and providing greater flexibility for open-ended
responses would help capture a broader range of perspectives.

Due to these limitations, many of our answers, particularly those related to anticipated
benefits and costs, are marked as ‘don’t know’. We would welcome the opportunity to
engage further to explain our reading of the questions and further expand and explain
our answers.

Key Messages:

e The European standardisation system has long been a foundation of European
industrial policy. Its continued effectiveness depends on upholding core
principles such as consensus-based development and technical excellence
while improving speed, inclusiveness, international alignment, and accessibility.
Any amendments to Regulation 1025/2012 should therefore be fully aligned with
updates to the broader New Legislative Framework. For these reasons we
support the European Product Act to ensure that the standardisation system
remains a competitive asset rather than a limitation.

e To assistin quality drafting and wider coherence with the NLF, we propose that
all draft standardisation requests undergo a ‘quality’ check’ process that would
fitinto a wider ‘NLF Check’ procedure outlined in Annex | of our paper.

e We believe efficiency can be significantly improved during the ‘A’ and ‘C’ phases
of harmonised European standardisation creation. We suggest streamlining the
pre-publication review process, so this places a greater emphasis on essential
requirement drafting rather than technical content.

e The leadership Europe displays in international development should not be
taken for granted, it depends on sustained engagement by experts at the
international level. Therefore, the alignment between European and international
standards ensures that European industry remains at the forefront of
technological advancement. Itis essential that international cooperation is
maintained and the primacy of international standards is upheld. Any decoupling



from the international scene must be avoided at all costs.

e Standardisation is a long-term strategic investment; a revised Regulation
1025/2012 must establish a legal basis for the compensation/financing of
harmonised European Standards in order to ensure the system remains
attractive.

e We do not support the expansion of the European Standardisation Organisations
and reject any notion of issuing ‘open tenders’ for standardisation requests.

e Common Specifications cannot be used to justify establishing alternative
methods to standardisation. In general, alternative methods to standardisation
should not be assumed to have a quicker or quality-driven result by nature.

e Standardisation cannot encroach upon social partner competencies and must
respect labour relations.

The entire basis for market access of products and the circulation of goods on the EU’s
single market is facing a pivotal moment during this Commission mandate. Getting
Regulation 1025/2012 ‘right’ is essential for the wider ambition of having a successful
‘EU Product Act’

Broadly Regulation 1025/2012 has been very successful for the single market. In theory
it provides a solid and future-proof foundation for the European Standardisation System
(ESS). Yet as demonstrated over the past years, the calls for focusing on
implementation and further refinement of guidelines has not proven itself a solution.
However, when contemplating what to revise in the Regulation it is important to properly
delineate issues of the regulation itself, such as specific articles or recitals versus the
issues arising from the implementation and 'secondary' effects of Regulation
1025/2012.

Involvement

Involvement of Industry Depends on Proper Legal Clarifications of ECJ
Case Law

Our utmost priority is that Europe must maintain its ability to adopt global
standards, any changes to the current system must preserve and ideally
strengthen this link.



As we stated in our previous evaluation response’, Industry is the main financers of the
ESS.

‘Any review of regulation 1025 must consider the fact that industry is the predominant
financer of standardisation. 1025's Impact Assessment gives the estimate that 93-95%
of activity is industry financed and that the rough estimate for the creation of standards
in the ESOs in 2009 was 3 billion EUR, with one standard estimated at 1 million EUR.’

DG Grow's 2021 study estimates that in 2020, EN development was still between 780K-1
million EUR. And EN development can be 200-300% of the cost of other deliverables.

The study continued by calculating that EU financing into the ESS is marginal at 0.53%
of contributions to the ESS, with the implication being that for every 100 EUR invested in
the ESS, less than 1 EUR is from the EU and more than 99EUR from the other
private/public actors’

However, the increasing ‘judicialisation’ of standards by the ECJ has led to
complications in the drafting process and has contributed to delays in standards
creation which has negatively affected the willingness of industry to be involved in
standards creation. The recent judgement in the Malamud C-588/21P has jeopardised
the long-standing relationship between the international standardisation organisations
and the European Standardisation System mainly due to concerns over copyright
protection.

We recommend the revised Regulation 1025/2012 establish a legal basis for
compensation/financing for these standards. Such a basis could be setin the revised
regulation under a revised Article 15.2.A and Article 17. As a recital suggestion:

Standards are copyright protected. The cost of developing standards is mainly carried
by private businesses and the revenues from the sales of the standards are used to
finance the European standardisation system. Legislators using standards in support of
legislation should fairly compensate the copyright holders if these standards are made
available.

Furthermore, a clear definition of the legal nature and formal requirements of
harmonised European Standards (hENs) should be provided in the revised
standardisation regulation. This should emphasise that hENs are technical
specifications reflecting state of the art, developed by experts with relevant market
actors. hENs as a matter of principle should not be used as binding legal provisions and
should remain voluntary. While existing legislation, such as Construction Products,
have already violated this principle it should not be the norm going forward, hence the

T https://www.businesseurope.eu/publications/evaluation-of-regulation-eu-no-1025-2012-on-european-
standardisation-businesseuropes-response-to-the-public-consultation/


https://www.businesseurope.eu/publications/evaluation-of-regulation-eu-no-1025-2012-on-european-standardisation-businesseuropes-response-to-the-public-consultation/
https://www.businesseurope.eu/publications/evaluation-of-regulation-eu-no-1025-2012-on-european-standardisation-businesseuropes-response-to-the-public-consultation/

proper drafting of legislation and standardisation requests (SReqs) is a necessity.
Such structure can be done in the form of an ‘NLF check’ which we propose below.

Speed

A fundamental point of tension remains between demands for speed and demands for
quality. If a large number of hENs today already suffer from quality issues?, looking for
faster routes may only make the situation worse. Looking at the evaluation finding’s
data of HAS Assessments from 2013-2024 only 3,272 out of 4942 offered standards
were cited, indicating a citation success rate of approximately 66.18%?3.

If we keep the original EUR 1 million cost of development this indicates that the
remaining 1,670 non-cited standards equates to a lost investment of EUR 1.67 billion.

For the sake of argument, using the recent cost estimates from the 2025 SWD “ also
shows a range of ‘lost’ investment. SMEs were estimated to spend between EUR 64-
160K per standard while large companies were estimated to pay between 72- 331K

Investment Basis Loss Range (EUR)
Flat €1M/standard 1.67B

SME costrange 108.1 M-268.3 M
Large Company cost range 120.6 M-552.4 M

Standardisation Development as Part of a Wider NLF-Check Process:

Regarding questions 33-36: our members do encounter situations where hENs and
ENs are unavailable or delayed. These delays can occur for a variety of reasons as
outlined in the 2025 evaluation report. While the evaluation considers hENs failing to
meet legal requirements leading to negative HAS assessments, as well as differences in
the lifecycle duration of development of hENs (Phases A-C per the Evaluation.) There is
no reflection or mapping done by the evaluation on whether the legislation the hENs

2 During the standardisation process, quality assessments are conducted by the Commission and HAS
consultants, with 68.7% of standards receiving a negative assessment by HAS consultants between 2018
and 2022, either for formal or substantive reasons. In addition, data from the HAS assessments shows
that a significant number of draft harmonised standards that are offered by the ESOs are ultimately not
(yet) cited: between 2013 and 2024, only 3272 out of 4942 offered standards have been cited.

31025 SWD pg 27

4 while the 2025 SWD Evaluation presents updated cost-estimate figures, we strongly agree with the
SWD'’s own admission that cost estimate is difficult. Thus, we do not believe the SWD has a remotely
accurate figure for cost estimation as the sample size of 50 ‘industry participants’ was collected over the
summer vacation and is non-representative and non-authoritative.



support had clear essential requirements drafted that respect the principles of the NLF.
The delegation of political issues to standardisation can be a big cause of delays and
contrary to the public-private partnership model, which is the most efficient allocation
of expertise.

However, situations where technical committees end up having to make legislative
decisions, as seen with the Al Act, can be a key contributing factor to delays. Thus, we
would recommend that all Standardisation requests be subject to a quality
assessment that follows the Better Regulation toolbox. This check would be
enacted at the earliest possible stage, to ensure that the technical requests are
feasible. Seeking alternative methods to create deliverables simply risks reducing
quality for the sake of speed. Annex Il provides a more detailed look at a case study that
shows the problems in availability.

Under BusinessEurope’s priorities for the Free Movement of Goods for 2024-2029%, we
highlight the need for an overall ‘NLF Check’ that should be conducted on all relevant
future legislative proposals on products, meaning that the European Commission and
the Regulatory Scrutiny Board should take NLF coherence into consideration when
conducting impact assessments and their validation. Given the quality issues
mentioned above, we believe that this quality assessment for SReqs outlined in the
new standardisation regulation, could be integrated into the NLF Check structure.

More details can be found in Annex | of this submission.

Various approaches to improving speed and flexibility:

At a technical level, as the evaluation points out hEN development can fall into three
phases:

Phase A: drafting and adoption of the request by the Commission and
notification to the ESOs, which on average take 1.8 years.

Phase B: technical development and delivery by the ESOs which on average lasts
3.1 years.

Phase C: submission of the standard to the Commission and its assessment of
compliance and subsequent citation in the OJEU. This lasts on average around 1
year.

While the questionnaire focuses extensively on modifications to Phase B, we suggest
focusing on improving phases A and C instead.

5 https://www.businesseurope.eu/wp-content/uploads/2025/02/2024-
12_businesseurope_priorities_for_the_free_movement_of_goods_2024-2029-507-1.pdf
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During Phase A we note that an improvement can be made simply by aligning the
timelines of legislative procedures and standardisation work at an early stage. Once the
essential requirements of the planned legislation are defined and publicly known during
the ordinary legislative procedure, a preliminary standardisation request (policy-based
standardisation request) could be issued. Since these essential requirements usually
do not change significantly, they provide a reliable basis for early standardisation work.
For the ESOs, such a preliminary request is crucial as an official foundation to start
processes in a legally secure manner, even if the final request is not yet available. A
preliminary request gives the standardisation process a time advantage, as otherwise
work on the request would only begin after the adoption and translation of the legal act.
Once the legislation has entered into force, the preliminary request can be converted
into a regular one. This update should be limited to minor adjustments to ensure clarity
and legal certainty.

Conversely, modifications in Phase B could be more negative than positive since this is
the most technically demanding and expensive process. Any deadlines that would be
imposed here make limited sense as the content of each hEN can be vastly differentin
complexity. For example, the time to find consensus on topics such as Al clearly differs
to more ‘traditional’ physical products.

Furthermore the 2011 Impact assessment to 1025 noted a few drawbacks on deadline
imposition, ultimately rejecting the idea. Mainly because deadlines could:
disincentivize ESOs from accepting Standardisation Requests on complex topics,
negatively affect the quality of the final hEN due to rushed meetings, and negatively
affect SME and societal stakeholder involvement by holding more frequent meetings
thus causing a greater budgetary and resource strain on them. Finally, deadlines could
lead to increased costs possibly up to EUR 150-200K if a 2-year deadline was
mandated, with industry having to shoulder EUR 142-190K of said cost.

Regarding the notion of a ‘fast track’ procedure we slightly agree. On one handitis
important to acknowledge that deficiencies in speed exist not just on the part of the
Commission but also the ESOs and as a result a faster process can be warranted.
However, this must not be done at the expense of sacrificing quality and inclusiveness
for the sake of speed, ultimately a ‘fast track’ process must not undermine the core
principles of the ESS.

The idea of having an open call for standards (i.e. tendering for a standard) is a very
dangerous especially if coupled with the expansion of recognized European
Standardisation Organisations based on a list of criteria. This is a completely different
idea to that of using alternative types of standardisation deliverables.

Regarding earlier involvement from the Commission, we strongly believe that better
cooperation between consultants or other review bodies and the standardisation



committees is needed. Reviewers must be held accountable for their decisions and
should have the opportunity to provide comments and suggestions for changes during
the draft phase.

Common Specifications & Alternatives to Standards:

One alternative that the Commission is already pursuing is Common Specifications. We
are not opposed in theory to the usage of common specifications provided they follow
very strict criteria and guidelines serving only as a fallback option as outlined in our
previous position paper and recent joint industry statement. While the Commission

claims this same approach, in practice as seen with the Omnibus IV and European
Space Act, it continues to try and deviate from agreed upon formats set out in the
Machinery Regulation/Toy Safety Regulation. Even more egregious is the example of the
European Health Data Space which explicitly prefers common specifications to
standardisation.

We find it strange that evaluation claims there has been no precedent for common
specification usage, yet we have examples of them already underway in Medical
Devices which indicate development time is almost the same as a hEN. For example,
under MDR the common specifications regarding the reprocessing of single use devices
was published in August 2020 after nearly 3 years of development, counting from when
the Comitology Committee was first consulted on the draft common specification on
October 5, 2017.

To our knowledge the quickest 'alternative' to providing a presumption of conformity has
occurred under the Al Act's General Purpose Al Code of Practice which lasted roughly
nine months from 24 September 2024 to 10 July 2025.

While this process did deliver a result with roughly 1000 stakeholders, despite this wide
presence of various stakeholders the outcome can be seen as a failure. Throughout the
drafting phases the deadlines were extremely tight leaving little room for meaningful
internal consultation and genuine development. For instance, the first draft was
circulated on 15 November 2024 with feedback due by 28 November, barely two weeks.
The second draft followed on 19 December 2024, with a deadline of 15 January 2025,
overlapping the winter holidays. The third draft, shared on 11 March 2025, required
responses by 30 March, again allowing less than three weeks for input.

If such ‘speed’ is the desired model than we strongly warn against using such a process
in other areas and we have yet to see how the Code's obligations fare with real-life
enforcement. The revised Standardisation Regulation should not take the Al Act Codes
of Practice as a ‘best practice’ in seeking alternative methods.

Another example of an ‘alternative option’ to standardisation is the ESRS (European
Sustainability Reporting Standards). Which has been developed outside the ESS
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framework by EFRAG. The ESRS aims to establish a comprehensive set of sustainability
disclosure requirements for a broad range of companies. However, the initiative has
faced challenges related to timing and technical applicability. These challenges
resulted in the need for the Omnibus | Simplification package to address these issues.

As aresult, this to us shows that alternatives should not be assumed to have a
quicker or quality-driven result by nature.

Role of the European Standardisation Organisations

On paper verifying organisations that take EU funding is sound and prudent however, we
fear this can become a justification for the Commission to further exert pressure on a
private entity. We already have situations where the ESOs accept Standardisation
requests because they feel they have no other choice but to say 'yes.

If under a new Regulation 1025/2012 a formal review mechanism is created this will
likely put even more pressure on the ESOs to accept standardisation requests that
could be poorly drafted and an even greater reason for not imposing deadlines during
Phase B of hEN creation.

The usage of fora and consortia is a long-standing debate, while we certainly see the
appeal of their admittance it is undeniable they would need to be held to a certain set of
criteria that bind the ESOs. One such criteria being stakeholder inclusion. Very few
organisations are likely able to provide the broad participation of experts from all
Member States offered by the ESOs. We are concerned that if the new Standardisation
Regulation goes this route the ESS will develop a 'criteria list' that will in effect create a
situation where Standardisation Requests will be offered up to 'tender' to various
organisations that have consensus processes subpar to that of the ESOs.

Disrupting the current ESO framework risks diverting funding and expert’s attention and
as the 2011 Impact Assessment found can lead to less legitimacy in the market due to
the risks of duplication. If the EU wishes to continue pushing for geopolitical relevance
in standards, then we must recognize hEN development itself as a strategic tool.
Therefore, opening the list of recognized ESOs risks eroding EU self-determination,
while having a 'free market' tender process can quickly lead to a race to the bottom in
terms of what organisation can deliver the least viable product.

Inclusiveness

Regarding stakeholder participation, it is important that a baseline is established to
determine what is inclusive and what those metrics look like. Proposals such as
ensuring minimum quotas of participation are unrealistic when faced with the reality
that Europe in general lacks standardisation experts. The aforementioned Code of
Practice for Al shows that simply including 1000 stakeholders does not mean the result



is legitimate in everyone’s eyes. We do not think that any changes made to
accommodate participation concerns will be considered ‘enough’ by certain
stakeholders.

We recall that in the past BusinessEurope criticised the ‘new’ Standardisation
Regulation for not being inclusive of industry enough and called for industry to be given
an Annex lll status. Industry cannot be represented by ESOs as it is not their role to
develop standards. ESOs facilitate the process through supporting industry
development by providing: the process, tools, nexus of trust, authority and appropriate
legal status while upholding Regulation 1025/2012. Industry cannot be represented by
any current Annex lll members. This is since three members represent consumers,
environment and social aspects of development. The other represents SMEs, this is
unfortunate as we feel that one stakeholder who specifically represents SMEs cannot
represent the interests of all industry stakeholders in the development of standards.

Industry stakeholders are not fully involved in the initial mandate standard setting
phase of planning and preparation. In the planning phase, it is not sufficient to consult
industry only via the annual union work programme as this does not contain the political
goals or technical requirements for each item. Under Art 10(2) of Regulation 1025/2012
it permits consultation of stakeholder organisations receiving Union financing or those
in the Annex lll committee. Industry is represented in neither of these categories and so
is not involved in the preparation stage. Under Art 12, Industry stakeholders are only
notified when published to all on the notification website.

Industry stakeholders could be better involved if included during the drafting work and
initial consultation phase alongside the organisations receiving Union financing. This is
not by any means prohibited by Regulation 1025/2012; on the contrary consultation of

sectorial experts is encouraged under Art 10(2).

Social Partner Competencies:

A specific issue that BusinessEurope has is the concerning encroachment of
standardisation into the realm of social dialogue. We remind the Commission that
standardisation cannot encroach upon social partner competencies and must
respect labour relations.

The scope of service standardisation must be defined more clearly and strictly. To this
end, recital 12 should be revised to specify that the scope of service standardisation,
understood as standardisation in connection with “products and processes”, explicitly
excludes operational human resources management. This policy area represents a
constitutionally protected regulatory domain of the social partners, in which
standardisation shall not interfere. This constitutional reality, as practised in many
Member States, should also be reflected in the field of standardisation.



Access to Standards:

Regarding question 46: Broadly, hENs should reflect the state of the art however they
can quickly become outdated in comparison to the global standards. Overall, it is global
standards that set the state of the art and hEN development can have too many legal
constraints for state of the art to be adopted. The evaluation results indicating that the
average hEN was adopted 12 years ago reflects the outdated-ness of hENs.

Table 2: Average age’ of cited standards in the OJEU

Age (Years) Number of cited standards

5 or less 519 18%
5-10 677 23%
10-15 760 26%
15-20 685 23%
20-25 265 9%

25-30 40 1%

30-35 13 <1%
35-40 1 <1%
40 ormore | | <1%

2,961 100%

Source: European Commission’s internal database in October 2024

Increasing the options of standards available we fear would dilute the presumption of
conformity and provide too many conflicting choices. We do not condone the
publication of parts of standards providing only the information needed to fulfil legal
requirements to receive presumption of conformity. Standards are not designed to be
divided into essential requirements and “other requirements”. Treating them as such
may not only make European products less attractive to markets outside Europe; it may
also, unintentionally, create health and safety concerns by omitting important parts of
the standard.

Annex |: Proposed Structure of an “NLF Check”

1. Early Screening Phase (Legislative Scoping)

Action:



e When a DG begins preparing for a new NLF-type act, the DG must perform an
NLF screening checklist to confirm:

o

o

The draft legislation indeed falls within the NLF product framework.

The appropriate use of essential requirements vs. technical
specifications.

The intended conformity assessment routes align with the NLF modules.

e Lead DG with input from DG GROW (NLF guardian) and the Secretariat-General

(SG).

2. Internal NLF Coordination Review

Action:

 Before interservice consultation, the lead DG submits the draft to a dedicated
NLF Coordination Unit (within DG GROW or the SG).

e This unit conducts a structured “NLF conformity review” using a standard

process that covers:

o

o

Alignment with Decision 768/2008 modules.

RN {1 »”

Consistent use of definitions (e.g. “manufacturer”, “importer”,
on the market”)

placing

Assessing if the Standardisation Requests envisioned are feasible
(technical requests are workable, relevant expertise in Europe is present,
deadlines are realistic)

Clear process for referencing harmonised standards.

Provisions for market surveillance and CE marking.

e Written “NLF compliance note” obliging amendments if inconsistencies are

found.

3. Interservice Consultation Phase

e The “NLF compliance note” must accompany the draft during interservice

consultation.

e Other DGs confirm alignment with NLF terminology and approach.

o Differences are reconciled under coordination of the NLF Unit or a horizontal
committee chaired by SG.



4. Pre-Adoption Verification
Action:
o Before adoption by the College, a final NLF check ensures that:
o Alllegal definitions and structures remain consistent post-revision.

o Standardisation request clauses are drafted in line with Regulation (EU)
1025/2012.

o References to harmonised standards are correctly positioned (not
normative parts of the act).



Annex ll: Case study: EN 54 Series on Fire Detection

Slow updates to hENs are a crucial limiting factor for maintaining international
competitiveness. This can be exemplified by the EN 54 series, which covers fire
detection and alarm systems. The harmonized versions currently in use are mostly from
the early 2000s (for example, EN 54-2:1997+AC:1999+A1:2006), and most updates
stopped between 2010 and 2020. Although new EN 54 standards were created by CEN
around 2014-2015 (like EN 54-29, -30, and -31 for multi-sensor detectors), they were
never officially harmonized in the OJEU.

Because EN 54 is covered by the Construction Products Regulation manufacturers
can’t legally create a Declaration of Performance (DoP) for non-harmonized standards.
This creates a gap between the DoP and the Certificate of Product Approval (CoPA),
making companies hesitant to adopt new technologies or systems. To work around this,
many only refer to harmonized standards in their DoP and leave out the non-
harmonized ones. Whie it is possible to do a “gap analysis” between the two sets of
standards the results are often hard for local authorities to interpret or accept.

The age of EN 54 also has international business implications for European companies.
While Gulf countries often use EN 54 for smaller projects, for big projects they prefer the
National Fire Protection Agency (NFPA) standards, which are seen as more modern.
This makes it hard for European manufacturers who mainly design around EN standards
to compete for those larger international projects.

Thus, as EN 54 demonstrates, a company that sells products in both the EU and other
countries can run into problems when the standards are not updated at the same time.
For example, other countries might start using a new version of a standard while the EU
is still using an older one.

This situation can be seen in the example of the IEC 60598 standard for lighting. In 2022
Saudi Arabia started requiring the 2020 version but the EU did not approve its version
(EN 60598-1:2021) until 2023, finally withdrawing the old EU version in July 2023. This
year-and-a-half gap caused issues with product approvals, certifications, launch
timing, and marketing.
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