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Executive summary

This paper investigates how the European Commission’s Better Regulation Framework (BRF)
was applied in the development of three landmark digital law initiatives: the Artificial
Intelligence Act (Al Act), the Digital Markets Act (DMA) and the now-withdrawn proposal for
a Standard Essential Patents (SEP) Regulation. The BRF is a set of guiding principles, tools
and procedures established in 2015 by the EU Commission to promote targeted, effective and
minimally burdensome EU regulation. The paper analyses the process followed by the EU
Commission in elaborating three legislative proposals in light of BRF core stages, namely the
Stakeholders Consultation, the Impact Assessment and the Explanatory Memorandum attached
to the legislative proposal. The conclusions and the final evaluation table summarise the main
comparative findings of the paper.

The DMA, the Al Act, and the draft SEP Regulation were proposed during the first Von der
Leyen Commission. They represent the EU’s attempt to regulate the digital economy, trying to
safeguard fundamental rights, competition and innovation. Secondly, the legislations all rely
on the same legal basis —i.e. Art. 114 Treaty on the Functioning of the European Union (TFEU),
the EU internal market legal basis. Since the EU Commission proposed the legislation after the
entry into force of the BRF framework in 2015, they represent good case studies to check the
EU Commission's compliance with Better Regulation practices.

Unlike other works that extensively analyse the ‘content’ of these Regulations, this study
focuses on the ‘legislative steps’ followed by the European Commission in elaborating the
legislative proposals of the Al Act, DMA and SEP Regulation in the light of the BRF. Similarly,
the study does not analyse the legislative steps followed by the European Parliament and the
Council in adopting these legislations, since these EU institutions have never adopted a
framework of legislative best practices comparable to the BRF.

The Commission launched multiple public consultations on the Al Act, first in response to the
2020 White Paper on Al and then during the 2021 inception phase. These exercises generated
a wealth of stakeholders’ input, yet the feedback remained dispersed across annexes and online
repositories without a consolidated synopsis report accompanying the legislative proposal. The
Regulatory Scrutiny Board (RSB) initially criticised the Al Act Impact Assessment for
methodological weaknesses, particularly concerning small and medium-sized enterprises
(SMEs) cost estimates. Although a revised assessment ultimately satisfied the RSB’s
procedural requirements, only partial adjustments were made to its recommendations. The
Explanatory Memorandum accompanying the Al Act proposal is formally comprehensive in
detailing the legal basis, subsidiarity and proportionality considerations, and procedural history.
However, it does not summarise experts’ contributions or present the full content of RSB
opinions, leaving gaps in transparency regarding how external advice shaped the final text of
the Al Act proposal.

In June 2020, the EU Commission organised two inception-phase consultations on a New
Competition Tool (NCT) and a Digital Services package proposal, which later evolved into the
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DMA and the Digital Services Act (DSA). Despite the public consultations, the EU
Commission did not issue a synopsis report explaining why significant suggestions expressed
by the stakeholders were not taken on board. In particular, the EU Commission never explained
the reasons for abandoning the NCT proposal and opting for the DMA. In addition, contrary to
the BRF framework, the EU Commission did not organise any public consultation on the final
version of the DMA proposal after it was published in December 2020. The RSB approved the
DMA proposal “subject to reservations” concerning evidence strength and benefits estimation,
and several of its concerns remain visible in the published documentation. In particular, the
RSB noticed that the DMA Impact Assessment relied on anecdotal evidence to identify “core
platform services” subject to the scope of DMA and the effects of DMA on innovation. The
DMA Impact Assessment presented three policy options (i.e., from a closed list of self-
executing obligations to a fully dynamic regime) and ultimately endorsed a semi-dynamic
approach. Contrary to the BRF, quantified benefit and cost estimates were provided only for
this middle-path option, which had been pre-selected by the EU Commission.

The EU Commission’s proposal for an SEP Regulation never progressed to adoption, yet its
preparatory work illustrates challenges faced by the EU Commission in self-complying with
the BRF framework. Public and SME-specific consultations revealed polarised positions:
implementers pressed for greater licensing transparency and mandatory essentiality
verification, while SEP holders supported transparency but raised several procedural and
substantial concerns including the lack of empirical support and the risk of over-regulation.
Despite drawing on specialised studies, the Impact Assessment remained theoretical and
insufficiently anchored in empirical data; it also overlooked the implications of Europe’s
forthcoming Unitary Patent system. The Explanatory Memorandum attached to the SEP
Regulation proposal complied with formal structuring, but failed to deliver a detailed
proportionality analysis or to synthesise expert or RSB viewpoints. Finally, the EU
Commission decision in February 2025 to withdraw the proposal “for lack of foreseeable
political agreement” was announced without the kind of documented rationale the BRF
purports to require.

Across all three initiatives, the EU Commission partly adhered to BRF formalities yet exhibited
inconsistent application of its best-practice commitments. First, stakeholder feedback was
rarely consolidated into accessible synopsis reports, empirical evidence remained uneven, and
transparency regarding expert input and feedback from the Regulatory Scrutiny Board was
limited. To strengthen the BRF’s effectiveness, the paper recommends mandating unified
consultation synopses, requiring breakdowns of costs and benefits by stakeholder group, and
extending binding BRF obligations to the Council and the European Parliament. Finally, in
light of the lack of transparency followed by the EU Commission in withdrawing the SEP
Regulation proposal in February 2025, the paper proposes codifying the withdrawal rationale
into the BRF framework. These reforms would bolster EU legislation’s clarity, legitimacy and
resilience in the face of fast-moving technological and market developments.

The paper's findings are relevant in light of the ongoing policy debate in Brussels on the
effectiveness and abundance of the EU digital acquis following the criticism expressed by the
Draghi report. The paper argues that, if the EU intends to regulate the digital economy further,
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it should follow a straightforward evidence-based approach, as indicated in the Better
Regulation Framework.
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1. Introduction

The European Union (EU) has taken a leadership role in adopting regulations in a variety of
sectors, including in very innovative domains such as the digital sector.’ EU regulations impact
Member States and other countries worldwide through political and economic influence,
known as the Brussels Effect.® Given the broad impact of EU legislation both on the Single
Market and the global economy, it is vital to assess the regulatory guardrails that protect
citizens, consumers and businesses from potential overreach by EU policymakers. Equally
important is ensuring that the EU regulatory process is protected from the persistent challenges
of information limitations, ideology, and vested economic interests in determining when
regulations are needed and how they will be designed in a dynamic, uncertain, and global
economy.

To this purpose, this study assesses the compliance of the regulatory process of specific
paradigmatic instruments of the EU digital acquis with the Better Regulation Framework
(BRF), that is the set of principles, tools and procedures self-imposed by the European
Commission for its policymaking function to create legislation that is targeted, practical, easy
to comply with and with the least burden possible. By EU digital acquis, we refer to the wide
range of EU legislation dealing with platforms, data, technology, and infrastructure, all within
the digital domain. The three pieces of legislation we will refer to are the Artificial Intelligence
(AI) Act,’ the Digital Markets Act (DMA)® and the Standard Essential Patents (SEP)
Regulation Proposal.’

The first two legislations were chosen as class representatives of the emerging EU digitalisation
acquis. First, the AT Act is the first international Al regulatory framework worldwide.!? Its risk-
based approach to regulating the development and use of Al technologies, which, by the degree
of risk to health, safety, and fundamental rights, imposes a progressive system of standards and
obligations, is and will be widely studied.!! Because of this, the Al Act will be the class

5 https://commission.europa.eu/strategy-and-policy/priorities-2019-2024/europe-fit-digital-age _en

® Anu Bradford, The Brussels Effect: How the European Union Rules the World (Oxford University Press US,
2020). See also by the same author Digital Empires: The Global Battle to Regulate Technology (Oxford
University Press US, 2023).

" Regulation (EU) 2024/1689 of the European Parliament and of the Council of 13 June 2024 laying down
harmonised rules on artificial intelligence and amending Regulations (EC) No 300/2008, (EU) No 167/2013,
(EU) No 168/2013, (EU) 2018/858, (EU) 2018/1139 and (EU) 2019/2144 and Directives 2014/90/EU, (EU)
2016/797 and (EU) 2020/1828 (Artificial Intelligence Act).

8 Regulation (EU) 2022/1925 of the European Parliament and of the Council of 14 September 2022 on
contestable and fair markets in the digital sector and amending Directives (EU) 2019/1937 and (EU) 2020/1828
(Digital Markets Act).

® Proposal for a Regulation of the European Parliament and of the Council on Standard Essential Patents and
Amending Regulation (EU)2017/1001, 2023/0133(COD) (hereinafter, ‘SEP Regulation Proposal’).

10 https://digital-strategy.ec.europa.eu/en/policies/regulatory-framework-ai

! For some examples, see Jonas Schuett (2024) ‘Risk management in the artificial intelligence act” European
Journal of Risk Regulation,15(2), 367-385, Martin Ebers (2024) ‘Truly risk-based regulation of artificial



representative of regulations that affect a technology per se and its data-related activities
(Section 3). In other words, within the EU digital acquis, the Al Act is a good example of the
EU's attempt to safeguard fundamental rights and freedoms in the context of new technologies,
specifically in relation to high-risk Al systems. Second, the Digital Markets Act is a
paradigmatic example of indirect public intervention pursuing fairness and contestability in
digital markets (Section 4).!? Building on the experience and limitations of EU competition
law enforcement in addressing detrimental practices, the DMA sets obligations and

>13

prohibitions that affect ‘gatekeepers’'> platforms to the benefit of consumers and business

users. !4

Further, the policy-making history of the Al Act and DMA is compared with the regulatory
process that led to the SEP Regulation Proposal (Section 5). This regulation aimed to
significantly alter the enforcement of patented technologies that underpin technology standards.
The SEP proposal is a paradigmatic example of the EU attempting to foster innovation by
introducing a specific regulatory framework. Between 2023 and 2025, the EU institutions
discussed a radical overhaul of the current legal framework for licensing SEPs in Europe that
so far mainly rested on national patent and contract laws and EU competition law.!> Although
the SEP Regulation Proposal’s stated goal of facilitating SEP licensing aligned with previous
relevant EC policy documents, ! its overarching content strongly divided the relevant
stakeholders. These stakeholders polarised between implementers of standards as strong
proponents of the intervention and SEP holders as strong opponents. However, on 11 February

2025, the Commission exercised its right to withdraw the legislative proposal.!” In doing so, it

intelligence how to implement the EU’s Al Act’ European Journal of Risk Regulation, 1-20 and Claudio Novelli
and others (2024) ‘Al Risk Assessment: A Scenario-Based, proportional methodology for the Al act’ Digital
Society, 3(1), 13.

12 Recitals 7 and 31-34 DMA.

13 ‘Gatekeepers are large digital platforms providing any of a pre-defined set of digital services (‘core platform
services’), such as online search engines, app stores, and messenger services. These companies have: a strong
economic position, significant impact on the internal market and are active in multiple EU countries; a strong
intermediation position, meaning that they link a large user base to a large number of businesses; an entrenched
and durable position in the market, meaning that their position has been stable over time.” Source:
https://commission.europa.eu/strategy-and-policy/priorities-2019-2024/europe-fit-digital-age/digital-markets-
act-ensuring-fair-and-open-digital-markets en

14 Art. 3 DMA.

15 The most relevant EU competition rules applicable to SEP are: Chapter 7 of the Horizontal Cooperation
Guidelines, see Communication from the Commission — Guidelines on the applicability of Article 101 of the
Treaty on the Functioning of the European Union to horizontal co-operation agreements OJ (2023) C 259/1; the
Technology-Transfer regime, see Commission Regulation (EU) No 316/2014 of 21 March 2014 on the
application of Article 101(3) of the Treaty on the Functioning of the European Union to categories of
technology transfer agreements OJ (2014) L 93/17 and Communication from the Commission — Guidelines on
the application of Article 101 of the Treaty on the Functioning of the European Union to technology transfer
agreements; and the Huawei v ZTE abuse of dominance case law as developed by national courts, see Case C-
170/13 Huawei v ZTE (2015) EU:C:2015:477.

16 Communication from the Commission to the European Parliament, the Council and the European Economic
and Social Committee - Setting Out The Eu Approach To Standard Essential Patents COM (2017) 712 final;
SEP Expert Group, Contribution to the Debate on SEPs (EU, 2021).

17 See Annex IV: Withdrawals, Annexes to the Communication from the Commission to the European
Parliament, the Council, the European Economic And Social Committee and the Committee of the Regions -
Commission Work Programme 2025: Moving Forward Together: A Bolder, Simpler, Faster Union COM(2025)
45 final.



succinctly recognised the poor likelihood of reaching an agreement between the EU Institutions
and adhered to the current policy imperative to reduce bureaucracy.

The DMA, the Al Act, and the draft SEP Regulation were proposed during the first Von der
Leyen Commission. They represent the EU’s will to regulate the digital economy, safeguard
fundamental rights and competition, and foster innovation. The three legislations all rely on
the legal basis of Art. 114 Treaty on the Functioning of the European Union (TFEU). The latter
provision is one of the most important and flexible legal bases for EU legislation, which allows
the adoption of measures to harmonise Member States’ laws to remove trade barriers, ensuring
the functioning of the EU Single Market. The Commission relied on Art. 114 TFEU to
introduce these three regulatory initiatives despite the existence of specific EU competences
on consumer protection (i.e., Art. 169 TFEU), competition (i.e., Art. 103 TFEU), and European
intellectual property rights (Art. 118 TFEU), that could have served, respectively for the Al
Act, the DMA and the SEP Regulation proposal. Unlike more specific legal bases in the Treaty,
Art. 114 TFEU follows the ordinary legislative procedure, where the Council and the European
Parliament act as co-legislators. Under the latter method, the Council votes on the Commission
proposal via qualified majority, rather than unanimity voting.

Unlike other works that extensively analyse the ‘content’ of these Regulations, this study
focuses on the ‘legislative steps’ followed by the EC in elaborating the legislative proposals of
the Al Act, DMA and SEP Regulation in the light of the BRF. In particular, for each of the
three case studies, the paper analyses whether and to what extent the EC has complied with the
BRF best practices in relation to the regulatory impact assessment, consultation process,
expertise production and explanatory memorandum. These are considered the leading and most
essential steps of the regulatory process within the BRF (Section 2). Other BRF tools have not
been considered for this study due to their relevance and extension concerns. Similarly, the
study does not analyse the legislative steps followed by the European Parliament and the
Council, which have never adopted a framework of legislative best practices comparable to the
BREF. Finally, the conclusion provides a holistic analysis and suggestions for improvements for
future EU digital acquis regulatory processes.

Overall, the three case studies show that the EC has not been consistent in complying with the
BRF framework, which will likely have to be revised in the future. This is particularly relevant
in light of the ongoing policy debate in Brussels on the effectiveness and abundance of the EU
digital acquis following the criticism expressed by the Draghi report.!® For example, the
Commission has also not complied with the BRF guidelines regarding the publication of the
consultation results. In particular, the Commission has not published any synopsis report of the
Al Act, the DMA, or the SEP Regulation. Similarly, contrary to the BRF Guidelines, the
Commission did not always carry out a clear cost vs. benefits analysis of the legislative

13 The future of European competitiveness Part A | A competitiveness strategy for Europe and Part B | In-depth
analysis and recommendations (September 2024). Available at: https:/commission.europa.eu/topics/eu-
competitiveness/draghi-report_en. See also Enrico Letta, Much more than a market — Speed, Security, Solidarity
Empowering the Single Market to deliver a sustainable future and prosperity for all EU Citizens (April 2024).
Available at https://single-market-economy.ec.europa.eu/news/enrico-lettas-report-future-single-market-2024-
04-10 _en



https://commission.europa.eu/topics/eu-competitiveness/draghi-report_en
https://commission.europa.eu/topics/eu-competitiveness/draghi-report_en

proposals for different categories of stakeholders. In this regard, it is worth mentioning that the
Regulatory Scrutiny Board (RSB) expressed several concerns about the lack of empirical
evidence in the DMA and Al Act Impact Assessments regarding the costs v. benefits. Limits
in the application of the BRF have also been identified in the Explanatory Memorandum — i.e.
the document attached to the EC legislative proposal. First, the Explanatory Memorandum
attached to the SEP Regulation did not clearly explain how the proposal complied with the
general EU principle of proportionality. Secondly, it did not include any summary of the
experts’ opinions on the legislative proposal, which also happened with the AI Act Impact
Assessment. Finally, neither the Explanatory Memorandum of the AI Act nor the SEP
Regulation proposals included any summary of the RSB's opinion on the Impact Assessments.
Thus, as previously mentioned, the BRF should be updated and expanded in scope. Neither the
Council nor the Parliament have adopted internal guidelines to implement the 2016 Inter-
Institutional Agreement.!'”

19 https://eur-lex.europa.eu/eli/agree_interinstit/2016/512/0j/eng



2. The Better Regulation Framework: a toolkit for assessing technology
regulations

Our analysis of the proposed technology regulations must be conducted against specific
benchmarks to establish the backbone of the EU regulatory process and good practices. To
fulfil this task, the Better Regulation Framework (BRF) is one of the natural benchmarks set
by the Commission itself. The framework took off in 20192 after the Commission conducted
a stocktake of its better regulation agenda set up in 2015.2! Shortly thereafter, the COVID-19
pandemic revealed specific shortcomings of the EU law-making procedures. The pandemic
showed that the EU legislative process, although highly regarded, lacked the flexibility and
comprehensiveness necessary to face extraordinary events like health emergencies. Because of
this, the EC issued and revised several policy documents during these years to build a toolkit
for regulators that further elevates the quality of law-making and enforcement processes within
the European Union. It is important to stress that the BRF is not targeted at national regulators
but only at the EC, which has the power of legislative initiative (and withdrawal).

The toolkit comprises the following documents that serve as yardsticks for this study’s analysis:
the 2019 Communication,?? the 2021 Communication,> the Better Regulation Guidelines,?*
and the Better Regulation Toolbox.?> While both Communications express the Commission’s
need and will to further engage with Better Regulation practices, the most relevant documents
for this study are the Guidelines and the Toolbox. The Guidelines explain what ‘better
regulation’ is and how it applies to the day-to-day practices of EC officials preparing new
initiatives and proposals, or managing existing policies and legislation.”2® The Toolbox
provides operational and detailed guidance on specific aspects.”’?’ It operationalises the
processes and requirements established in the Guidelines. Regarding their binding nature, the
framework contains internal instructions for the Commission staff. It describes itself as not
comprising ‘legally binding rules or legal commitments towards outside actors and
stakeholders’, including the other EU institutions and national policymakers.?® However, in
line with the European common principles of legitimate expectations, equal treatment and good

20 Commission Communication, Better Regulation: taking stock and sustaining our commitment,
COM(2019)178 final.

2! Commission Communication COM(2015) 215 final — the EU agenda for better regulation.

22 Commission Communication, Better Regulation: taking stock and sustaining our commitment,
COM(2019)178 final.

23 Commission Communication, Better Regulation: Joining forces to make better laws, COM/2021/219 final.
24 European Commission, Commission Staff Working Document, Better Regulation Guidelines, Brussels,
3.11.2021, SWD(2021) 305 final.

25 European Commission, ‘Better regulation toolbox’ — July 2023 edition.

26 European Commission, Commission Staff Working Document, Better Regulation Guidelines, Brussels,
3.11.2021, SWD(2021) 305 final. Page 3.

27 European Commission, Commission Staff Working Document, Better Regulation Guidelines, Brussels,
3.11.2021, SWD(2021) 305 final. Page 3.

28 European Commission, Commission Staff Working Document, Better Regulation Guidelines, Brussels,
3.11.2021, SWD(2021) 305 final. Page 3.



administration, as interpreted by the EU Courts,?’, is expected to bind the Commission’s
practice. Accordingly, the EC is not expected to disregard the BRF or skip its steps in individual
cases without giving reasons coherent with the overarching principles of EU law.°

Besides the BRF for in-house use, the EC has reached a series of Interinstitutional

Agreements 3!

with the European Parliament and the Council to adopt a coherent and
collaborative approach when pursuing Better Law-Making. The guiding principles, outline,
and tools of the Institutional Agreements overlap with the content of the BRF. The same applies

to the European Parliament resolution on Better Regulation.*?

The key dimensions of better regulation, according to the EC, are: a continuous approach
(meaning that the better regulation principles should be embedded in the planning and policy
cycle following the ‘evaluate first’ principle), high quality (both for outcomes and evaluations),
evidence-based, strategic/forward-looking, participatory/open to stakeholders’ views, respect
for the principles of subsidiarity and proportionality, comprehensive, coherent/conducted
collectively, proportionate (in its use of the better regulation instruments), transparent,
independent, appropriately resourced and organised, and sustainable.*

The starting point of the BRF is the Regulatory Fitness and Performance Programme (REFIT).
It identifies opportunities to simplify laws, streamline procedures and eliminate unnecessary
burdens without undermining the objectives and benefits of the policy in question.’>* REFIT
has been recently complemented by the ‘one in, one out’ approach, whereby, when introducing
new burdens, [the EC] systematically and proactively seek to reduce burdens imposed by
existing legislation.”*> Together with the REFIT, the key instruments of the BRF are forward
planning and political validation, stakeholder consultation, evaluation and fitness checks,
impact assessment, quality control, compliance support and implementation, and

2 See, e.g., Case C-167/04 JCB Service v Commission (2006) EU:C:2006:594, paras 207-8; Joined Cases T-
259/02 to T-264/02 and T-271/02 Raiffeisen v Commission (2006) EU:T:2006:396, para 22. On the value of soft
law instruments in EU competition law, see Zlatina Georgieva, ‘Soft Law in EU Competition Law and its
Judicial Reception in Member States. A Theoretical Perspective’ (2015) 16 German Law Journal 223.

30 European Commission, Commission Staff Working Document: Better Regulation Guidelines SWD(2021)305
final, Page 4.

3! Interinstitutional Agreement of 20 December 1994 —Accelerated working method for official codification of
legislative texts; Interinstitutional Agreement of 22 December 1998 on common guidelines for the quality of
drafting of Community legislation; Interinstitutional Agreement of 28 November 2001 on a more structured use
of the recasting technique for legal acts; Joint Declaration of 13 June 2007 on practical arrangements for the
codecision procedure; Joint Political Declaration of 27 October 2011 of the European Parliament, the Council
and the Commission on explanatory documents and Interinstitutional Agreement of 13 April 2016 on Better
Law-Making.

32 Buropean Parliament resolution of 7 July 2022 on Better regulation: Joining forces to make better laws
(2021/2166(INI)).

33 Buropean Commission, ‘Better regulation toolbox’ — July 2023 edition. Page 8-9.

3% Buropean Commission, Commission Staff Working Document, Better Regulation Guidelines, Brussels,
3.11.2021, SWD(2021) 305 final. Page 6.

35 Commission Communication, Better Regulation: Joining forces to make better laws, COM/2021/219 final.
Page 7.
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enforcement.*® The following subsections analyse these BRF instruments in more detail and
show how they are used to create new laws and improve existing ones.

2.1. Forward planning and political validation

Forward planning and political validation includes the first examination of an initiative and the
planning of related procedures, such as the assessment of current policies, the appraisal of
issues and potential solutions, the active involvement of stakeholders, the initiative preparation,
and fulfilment of the different political and procedural criteria.>” Political validation at the
proper level is necessary before stakeholders can be contacted and real work on a policy idea
can begin. The outcome of any impact assessment or subsequent political discussion should

not be seen as being influenced by the political validation requirement.®

2.2. Stakeholder consultation

With respect to stakeholder consultation, the Commission is required by Article 11 of the
Treaty on European Union (TEU) to conduct extensive consultations with interested parties to
guarantee the coherence and transparency of EU activity.>® The consultation of consultative
committees during the legislative process (Articles 304 and 307 Treaty on the Functioning of
the European Union (TFEU)), the consultation of social partners (Articles 154-155 TFEU), and
other frequent or infrequent public engagement activities (such as citizens' dialogues) are
examples of frameworks for consultation that are not replaced by stakeholder consultation.*

It is customary to involve stakeholders while planning a project and conducting an impact
assessment. Such consultations are essential to ensure trust in the EU legal system, bridging
the perceived gap between the EU institutions’ powers and EU citizens’ ability to influence
their exercise (i.e., the democratic deficit).*! A public consultation is strongly advised for
fitness checks and for assessments of policies and programmes of general public interest. When
conducting “back-to-back" ** impact assessments and evaluations, the required public
engagement should address both the forward-looking and backward-looking aspects to gather
feedback for both the evaluation and the impact assessment. A focused stakeholder consultation
is a more appropriate method of gathering the required data for highly technical projects with

little public interest.*

36 European Commission, Commission Staff Working Document, Better Regulation Guidelines, Brussels,
3.11.2021, SWD(2021) 305 final.

37 European Commission, Commission Staff Working Document, Better Regulation Guidelines, Brussels,
3.11.2021, SWD(2021) 305 final. Page 8.

38 European Commission, Commission Staff Working Document, Better Regulation Guidelines, Brussels,
3.11.2021, SWD(2021) 305 final. Page 9.

3 European Commission, Commission Staff Working Document, Better Regulation Guidelines, Brussels,
3.11.2021, SWD(2021) 305 final. Page 13.

40 European Commission, Commission Staff Working Document, Better Regulation Guidelines, Brussels,
3.11.2021, SWD(2021) 305 final. Page 14.

41 See Eur-Lex glossary, https://eur-lex.europa.eu/EN/legal-content/glossary/democratic-deficit.html

42 According to the European Commission, ’[w]hen necessary, evaluations

and impact assessments may be launched at the same time and carried out (in a so-called

‘back-to-back’ manner) as a single process.” Better Regulation Toolbox 2023 Page 439.

43 European Commission, Commission Staff Working Document, Better Regulation Guidelines, Brussels,
3.11.2021, SWD(2021) 305 final. Page 15.
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The general principles and minimum standards for consultation are: coherence (guarantee the
consistency of consultation processes across all services), analysis, review, quality control,
effectiveness, transparency, accountability, participation, clarity, targeting, outreach, sufficient
time for participation, and publication of contributions and results.**

The call for evidence, which serves as the starting point for public engagement and feedback,
is the foundation of the consultation system. Two components make up the call for evidence
as a simplified, inclusive, and efficient system: responses to the call for evidence documents
(for fitness checks, impact assessments, and assessments of general public interest), and a
public consultation based on a questionnaire when necessary.*

The Commission has some margin of discretion in designing the public consultation: it can opt
for an open consultation (e.g. by publishing a questionnaire on its website), or a target
consultation among specific stakeholders (e.g. public authorities or specific categories of

stakeholders affected by the public consultation, such as SMEs).*6

According to the 2021 BRF Guidelines, the Commission should always organise a consultation
before proposing a delegated act, an implementing act, or a legislative proposal, such as a new
EU Regulation.*’

After completing a consultation, the EC should publish the feedback collected from the
stakeholders who participated in the consultation, either indicating personal information or
anonymising it. Secondly, the Commission should also publish a ‘short factual summary’,*8
summarising the feedback collected from stakeholders and a ’synopsis report’.*’ In the latter
document, the EC should explain how the final legislative proposal it adopted diverged from
the stakeholders' views, and why °. According to the 2021 BRF Guidelines, the synopsis report

should be published as an annex to the impact assessment accompanying it.

2.3. Impact assessment

Impact assessments aim to collect and evaluate data to help inform forward-looking policy
decisions. They entail confirming the existence of an issue, determining its root causes, whether
EU action is required, and weighing the benefits and drawbacks of potential fixes. However,
an impact assessment is not a replacement for policy making or decision-making; rather, it only
supports it. Initiatives of the EC that involve substantial expenditure or that are anticipated to
have major effects on the economy, environment, or society, and for which the EC has a range
of policy alternatives, must undergo an impact assessment.>!

44 European Commission, Commission Staff Working Document, Better Regulation Guidelines, Brussels,
3.11.2021, SWD(2021) 305 final. Pages 14-15.

45 European Commission, Commission Staff Working Document, Better Regulation Guidelines, Brussels,
3.11.2021, SWD(2021) 305 final. Page 13.

46 Supra, 2021 BRF Guidelines, Section 5.1.2.

47 Supra, 2021 BRF Guidelines, box 6.

48 Supra, 2021 BRF Guidelines, Section 5.2.3.

49 Supra, 2021 BRF Guidelines, Section 5.3.1.

30 Supra, 2021 BRF Guidelines, Section 5.3.1.

3! European Commission, Commission Staff Working Document, Better Regulation Guidelines, Brussels,
3.11.2021, SWD(2021) 305 final. Page 30.
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The optimal approach to conducting an impact assessment and presenting the findings may
differ depending on the specifics of each case due to the vast array of EC projects. All impact
assessments must, however, adhere to a number of criteria and provide answers to a series of
important questions. They should be thorough (taking into account all kinds of effects),
proportionate (in the analysis' specifics and concentrating on the pertinent effects), evidence-
based, receptive to the opinions of stakeholders, objective, prepared collaboratively with
pertinent Commission directorates through the so-called interservice consultation, integrated
into the policy cycle, transparent, and of the highest calibre.>

An impact assessment should answer the following questions: What is the issue, and why is it
an issue? Why should the EU take action? What ought to be accomplished? What choices are
there for accomplishing the goals? Who will be impacted, and what are the economic, social,
and environmental effects? How do the choices stack up in terms of coherence, efficacy, and
efficiency? And how are the monitoring and evaluation processes going to be structured?>?

Finding the answers to these issues requires an ongoing approach. It should begin with general
descriptions of the issue, goals, and potential fixes before focusing on the most pertinent details.
The impact assessment procedure should be guided by the following: the analytical process for
major policy initiatives should be informed by insights from strategic foresight. It should
determine the best ways to gather and interpret data and analyse impacts. It should evaluate all
relevant impacts both qualitatively and quantitatively, if feasible. It should evaluate the
expected significance of impacts in terms of changes relative to a dynamic baseline. It should
analyse the identified relevant impacts, paying special attention to those that must always be
reported in the impact assessment, such as the ‘digital by default’” principle and determine the
pertinent sustainable development goals. It should consider the effects from the perspective of
society as a whole. However, it is also important to evaluate and take into consideration the
cumulative costs and pertinent distributional impacts on specific people or groups. It should
make systematic reference to stakeholder opinions, accounting for any minority or dissident
opinions. Any notable discrepancies between the opinions of stakeholders and the impact
assessment report's findings should be explained or justified. Lastly, it is important to explicitly
and openly indicate any limits in the study.>*

Impact assessments will be summarised in a report containing the social, economic, and
environmental effects of the initiative, along with a clear statement if any of these are deemed
insignificant, who will be impacted and how, with particular attention to the quantification of
costs and benefits; effects on SMEs and competitiveness; effects on fundamental rights;
alignment with the goals of the European Climate Law; evaluation of the effects on the

32 Buropean Commission, Commission Staff Working Document, Better Regulation Guidelines, Brussels,
3.11.2021, SWD(2021) 305 final. Page 31.

33 Buropean Commission, Commission Staff Working Document, Better Regulation Guidelines, Brussels,
3.11.2021, SWD(2021) 305 final. Pages 31-33.

>4 Buropean Commission, Commission Staff Working Document, Better Regulation Guidelines, Brussels,
3.11.2021, SWD(2021) 305 final. Pages 33-34.
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pertinent sustainable development goals; and a thorough explanation of the consultation
strategy and the outcomes.>

A significant innovation introduced by the BRF was the establishment of a Regulatory Scrutiny
Board (RSB) - i.e., an independent body within the EC which advises the College of
Commissioners. *® The RSB is composed of nine members, including a Commissioner
Director-General, four senior EC officials and four external members.>’” The RSB reviews the
quality of the Impact Assessment: according to the 2021 BRF Guidelines, a positive RSB
opinion is required before a new legislative proposal may proceed to interservice consultation
within the Commission.>® In its opinion, the RSB assesses whether the policy options and the
cost/benefits analysis are included in the Impact Assessment. In other words, the RSB reviews
the quality of the Impact Assessment and its compatibility with the BRF framework.

2.4. Explanatory memorandum

The explanatory memorandum outlines the Commission's political assessment of its final
proposal for both legislative and non-legislative initiatives that are up for approval by the
Council or by the European Parliament and the Council. The legal foundation, subsidiarity,
proportionality, the outcomes of any assessments and fitness checks, the outcomes of
stakeholder consultations, a brief synopsis of external experts' input, and an explanation of the
impact assessment procedure (or the reason why none was carried out) should all be covered
in the explanatory memorandum.>”

35 Buropean Commission, Commission Staff Working Document, Better Regulation Guidelines, Brussels,
3.11.2021, SWD(2021) 305 final. Page 35.

56 https://commission.europa.eu/law/law-making-process/regulatory-scrutiny-board en (last access 30.3.2025).
37 Ibid.

8 Supra, 2021 BRF Guidelines, page 31.

%9 BEuropean Commission, Commission Staff Working Document, Better Regulation Guidelines, Brussels,
3.11.2021, SWD(2021) 305 final. Page 36.
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3. The Artificial Intelligence Act (Al Act)

3.1. Introduction

The AI Act sets out a precise set of risk-based guidelines for Al developers and implementers.
It is a component of a larger set of legislative initiatives aimed at fostering the creation of
reliable Al which also includes the Coordinated Plan on Al, the Al Innovation Package, and
the establishment of Al Factories. When combined, these policies seek to ensure human-
centred Al, safety, and fundamental rights protection while bolstering Al adoption, investment,
and innovation throughout the EU.

With a few exclusions, the Al Act went into effect on August 1, 2024, and will be completely
implemented on August 2, 2026. The transition time for high-risk Al systems integrated into
regulated products is prolonged until August 2, 2027.%° This is due to the relevance and
complexity of the provisions, most of which are currently being discussed within the General-
Purpose Al Code of Practice® or the Guidelines on prohibited artificial intelligence (AI)
practices, as defined by the AT Act.%?

To discuss to what extent the BRF has impacted the legislative process of the Al Act, this
analysis will focus on three main steps: public consultation, impact assessment, and
explanatory memorandum.

3.2. Public Consultations from 2020 to 2024

There have been several instances of public consultations during the legislative process of the
Al Act. Due to its historical relevance, we should mention the public consultation held between
20 February 2020 and 14 June 2020.%° The consultation was not about the Al Act as such but
about the White Paper on Artificial Intelligence. The White Paper was a policy document in
which the EC established its priorities and guiding principles regarding the governance of
artificial intelligence systems within the European Union.* It was the first milestone within the
regulatory process of the Al Act.

The goal of the public consultation was to allow interested parties to voice their opinions on
the issues brought up and the suggested course of action in the White Paper. The Commission
received 1,216 contributions predominantly from EU citizens (30.59%), companies and

60 https://digital-strategy.ec.europa.eu/en/policies/regulatory-framework-ai

ol https://digital-strategy.ec.europa.eu/en/policies/ai-code-practice

62 https://digital-strategy.ec.europa.ew/en/library/commission-publishes-guidelines-prohibited-artificial-
intelligence-ai-practices-defined-ai-act

83 https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12527-Artificial-intelligence-ethical-
and-legal-requirements/public-consultation_en

%4 https://commission.europa.eu/publications/white-paper-artificial-intelligence-european-approach-excellence-
and-trust _en; Regulation (EU) 2022/1925 of the European Parliament and of the Council of 14 September 2022
on contestable and fair markets in the digital sector and amending Directives (EU) 2019/1937 and (EU)
2020/1828 (Digital Markets Act). OJ L-265/1, 12.10.2022.
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businesses (18.26%) and academic and research institutions (12.50%).%° The contributions,
together with some statistics, can be consulted within the dedicated webpage of the EC.%¢

Between 23 July and 10 September 2020 there was another public consultation exercise, this
time on the Inception Impact Assessment of the AT Act proposal.®’ The consultation consisted
of an open and public consultation where stakeholders could share their views broadly.®® The
goal was ’to gather views on the issues raised in the White Paper, i.e. on the promotion of
European excellence in Al, on the implications for safety and liability regimes of the emergence
of Al, and on the options for the regulatory framework, as well as collecting evidence.‘® The
Inception Impact Assessment consisted of a baseline scenario (no EU policy change) and four
alternative options (no EU legislative instrument, EU legislative instrument, EU legislative
instrument with mandatory requirements, and a combination of the previous options). Further,
one of these options included different sub-options.”® Although the 133 inputs received are
currently available for consultation, there is no factual summary or synopsis report. Only some
statistics regarding the respondents' affiliations and their countries of origin are available.”
Annex II of the Impact Assessment contains a factual summary of both the content of the White
Paper consultation and the Inception Impact Assessment consultation.

Finally, between 26 April and 6 August 2021, after the Al Act proposal was published, another
public consultation was held.”? This concerned the proposed regulation and was again an open
public consultation where stakeholders could share their views broadly. A total of 304
contributions were received, and some statistics were made publicly available, following the
model of the previous consultation.”

After the adoption of the regulation, several public consultations have been held.. During the
summer of 2024, the Al Office launched a multi-stakeholder consultation on trustworthy
general-purpose Al models under the AT Act.”* The consultation cleared the way for drafting

85 https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12527-Artificial-intelligence-ethical-
and-legal-requirements/public-consultation_en

% https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12527-Artificial-intelligence-ethical-
and-legal-requirements/public-consultation_en

87 https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12527-Artificial-intelligence-ethical-
and-legal-requirements_en

%8 hitps://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12527-Artificial-intelligence-ethical-
and-legal-requirements/feedback en?p id=8242911

% Inception Impact Assessment Proposal for a legal act of the European Parliament and the Council laying
down requirements for Artificial Intelligence (Section D). Accessible here: https://ec.europa.eu/info/law/better-
regulation/have-your-say/initiatives/12527-Artificial-intelligence-ethical-and-legal-requirements_en

70 Inception Impact Assessment Proposal for a legal act of the European Parliament and the Council laying
down requirements for Artificial Intelligence. Section B.

1 https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12527-Artificial-intelligence-ethical-
and-legal-requirements/feedback en?p id=8242911

72 https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12527-Artificial-intelligence-ethical-
and-legal-requirements_en

3 See https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12527-Artificial-intelligence-
ethical-and-legal-requirements/feedback en?p id=24212003

74 https://digital-strategy.ec.europa.eu/en/consultations/ai-act-have-your-say-trustworthy-general-purpose-
ai#:~text=The%20European%20A1%200ffice%20is,models%20under%20the%20A1%20Act.&text=Please%2
Onote%?20there%20is%20now,September%20t0%2018%20September?%202024).
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the Code of Practice for providers of general-purpose Artificial Intelligence models.” Further,
at the end of 2024 the Commission launched a targeted stakeholder consultation on the
definition of Al systems and the implementation of Al practices that pose unacceptable risks
under the AT Act.”® The consultation outputs were considered in the Commission's guidelines
on the definition of Al systems and prohibited Al practices under the AT Act.”’

In conclusion, it could be argued that, in general, the Al Act public consultation process
complied with the BRF since stakeholder consultation was conducted and gathered a
considerable amount of participation and input from different and relevant stakeholders.
However, it should be noted that the information regarding this process was somewhat
scattered since different pieces of information could be found within the impact assessment,
their annexes, the dedicated webpage of the different consultations, the explanatory
memorandum, etc. To enhance transparency and access to information, gathering all the
information in one place and briefly summarising it could be more efficient. Further, there is
no detailed information about the public consultation on the 2021 legislative proposal, and the
synopsis report is absent.

3.3. Impact Assessment Studies

Two documents should be considered when dealing with the impact assessment stage of the Al
Act legislative process. As mentioned in the previous section, in July 2020, an inception impact
assessment was published as a result of the release and public consultation of the White Paper
on Artificial Intelligence. Further, in April 2021, an impact assessment was published with the
Al Act proposal. The inception impact assessment, Section A, dealt with the context and
problem definition. In this case, the main problem was the lack of an ethical or legal framework
to tackle the different problems that might be caused by the use of Al systems within the EU.
More specifically, the risk to ‘hamper the effective enforcement of existing EU law meant to
protect fundamental rights’.”® Further, the AI Act wanted to address the safety risks posed by
the use of Al technologies in the absence of clear guidelines in the product safety legislation.
This could, in turn, entail legal uncertainty for businesses and challenges for market
surveillance and supervisory authorities.” Finally, the EU wanted to tackle all these risks
without stifling innovation and competitiveness, which also made EU action necessary.%°
Under Section B, the inception impact assessment explored different policy options described
in the previous section. However, the options are not compared between themselves. Section
C deals with the preliminary assessment of the expected impacts, including likely economic
impacts.

75 https://digital-strategy.ec.europa.eu/en/policies/ai-code-practice

76 https://digital-strategy.ec.europa.eu/en/news/commission-launches-consultation-ai-act-prohibitions-and-ai-
system-definition

77 https://digital-strategy.ec.europa.eu/en/library/commission-publishes-guidelines-ai-system-definition-
facilitate-first-ai-acts-rules-application and https://digital-strategy.ec.europa.eu/en/library/commission-
publishes-guidelines-prohibited-artificial-intelligence-ai-practices-defined-ai-act

78 Page 2.

7 Page 2.

80 Page 3.
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The inception impact assessment refers to the public consultation on the White Paper.®!
However, even though the consultation was closed in June 2020 and the impact assessment
dates to July 2020, it does not engage with the outcomes of the consultation. The policy options
are not based on qualitative and quantitative evidence. Section D justified this based on the
lack of available evidence at that time. As we will discuss later, this was one of the main reasons
why the Regulatory Scrutiny Board (RSB)3? issued a negative opinion on this inception impact
assessment. However, the impact assessment points out several sources of evidence, namely
the public consultation on the Al Ethics guidelines held in 2019, which lasted six weeks and
received over 500 comments, the positions of the EU social partners, reports from consultant
firms like McKinsey and CapGemini, the EU Fundamental Rights Agency, the Council of
Europe, and proxies of uptake from Eurostat Information and Communication Technology
(ICT) surveys of businesses and individuals®*

As previously explained, Section C dealt with the Preliminary Assessment of Expected Impacts.
It discussed the potential impacts on Al users, on businesses, and specifically on SMEs.
However, the analysis was very superficial. This could be due to the fact that this was an
inception impact assessment and not a proper impact assessment.

From July to September 2020, the inception impact assessment was subject to public
consultation.?* 130 distinct stakeholders provided 132 responses.®® In addition to the open
public consultation and the feedback from the inception impact assessment, the following
consultation activities were planned: a White Paper event for a wider audience, technical
consultations, outreach and awareness-raising events in Member States and internationally, and
the use of the Al Alliance platform %

On December 16, 2020, a meeting of the Regulatory Scrutiny Board took place. On December
18, 2020, the Regulatory Scrutiny Board released an unfavourable opinion on the impact
assessment. Before resubmitting the Staff Working Document to the Regulatory Scrutiny
Board on February 22, 2021, the interservice group convened once more on January 18. The

81 Page 7.

82> The Regulatory Scrutiny Board is an independent body within the Commission that advises the College of
Commissioners. It provides central quality control and support for Commission impact assessments and
evaluations at early stages of the legislative process. The Board reviews and issues opinions and
recommendations on all the Commission's draft impact assessments, fitness checks, and on major evaluations of
existing legislation. The Board also provides cross-cutting advice on better regulation policy to the
Commission’s Secretariat-General.” https://commission.europa.eu/law/law-making-process/regulatory-scrutiny-
board en

8 Page 7.

8 Commission Staff Working Document Impact Assessment Annexes Accompanying The Proposal For A
Regulation Of The European Parliament And Of The Council Laying Down Harmonised Rules On Artificial
Intelligence (Artificial Intelligence Act) And Amending Certain Union Legislative Acts {Com(2021) 206 Final}
- {Sec(2021) 167 Final} - {Swd(2021) 85 Final} Page 2.

85 Commission Staff Working Document Impact Assessment Annexes Accompanying The Proposal For A
Regulation Of The European Parliament And Of The Council Laying Down Harmonised Rules On Artificial
Intelligence (Artificial Intelligence Act) And Amending Certain Union Legislative Acts {Com(2021) 206 Final}
- {Sec(2021) 167 Final} - {Swd(2021) 85 Final} Page 19.

8 Commission Staff Working Document Impact Assessment Annexes Accompanying The Proposal For A
Regulation Of The European Parliament And Of The Council Laying Down Harmonised Rules On Artificial
Intelligence (Artificial Intelligence Act) And Amending Certain Union Legislative Acts {Com(2021) 206 Final}
- {Sec(2021) 167 Final} - {Swd(2021) 85 Final} Pages 21-22.
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Impact Assessment was updated in accordance with the Board's recommendations from
December 18.%7 The result of this process was the final version of the impact assessment dated
21 April 2021. The impact assessment package includes the impact assessment, an executive
summary and a document with five annexes.

Annex 2 of the impact assessment includes a detailed chapter on the stakeholder consultation
of the White Paper and the inception impact assessment. It discusses the conditions of the
consultation process, the kind of stakeholders involved, the submissions received, and their
content. Annex 3 digs deeper into the kind of stakeholders affected by the regulatory proposal,
and how they would be affected. It also includes an overview of the costs for the preferred
option for citizens/ consumers, businesses, and administrations.

Chapter 2 of the impact assessment deals with the problem definition. According to the
assessment, certain Al systems' unique features have the potential to increase the likelihood or
severity of current dangers while also posing new ones pertaining to safety, security and
fundamental rights. Additionally, Al systems make it more difficult for law enforcement to
enforce and confirm adherence to the current regulations. These problems then result in legal
ambiguity for businesses, a possible slowdown in the adoption of Al technologies by
companies and citizens because of a lack of trust, and regulatory actions by national authorities
to reduce potential externalities that could cause the internal market to become fragmented.

Chapter 5 covers the four available policy options proposed by the impact assessment. These
are: EU Voluntary labelling scheme, an ad hoc sectoral approach, a horizontal risk-based act
on Al, codes of conduct, and a horizontal act for all Al. The policy options are discussed across
six main dimensions: the nature of the EU legal act (no EU intervention/ EU act with voluntary
obligations/ EU sectoral legislation/ horizontal EU act), the definition of Al system (voluntary/
ad hoc for specific sectors/ one horizontal definition), the scope and content of requirements
and obligations (voluntary/ ad hoc depending on the specific sector/ risk-based/ all risks
covered), the enforcement and compliance mechanisms (voluntary/ex-ante or ex-post only/ex-
ante and ex-post)and the governance mechanisms (national, national and EU, EU only). The
different options intertwine with input from stakeholders’ consultation. They are compared in
terms of effectiveness, efficiency and coherence in Chapter 7. Finally, Chapter 8 discusses the
preferred option.

Chapter 6 deals with the impacts of the different policy options, and Section 1 focuses on
economic impacts. It contains a detailed cost assessment with a dedicated subsection on SMEs
(6.1.4). Further, Chapter 7, when assessing the efficiency of the different policy options,
specifically discusses ‘cost-benefit ratio of each policy option in achieving the specific

objectives’. %8

87 Commission Staff Working Document Impact Assessment Annexes Accompanying The Proposal For A
Regulation Of The European Parliament And Of The Council Laying Down Harmonised Rules On Artificial
Intelligence (Artificial Intelligence Act) And Amending Certain Union Legislative Acts {Com(2021) 206 Final}
- {Sec(2021) 167 Final} - {Swd(2021) 85 final} Page 2.
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The impact assessment engages with stakeholders’ views expressed in the public consultation.
For instance, when setting up the problem, stakeholders' views expressed both during the
consultation on the White Paper and the inception impact assessment were considered for
framing the main problems triggered by the development and use of AL*® Finally, stakeholders'
views constantly intertwine and contribute to the impact assessment's content.

When it comes to the question of evidence to support the policy options analysis, it is not very
clear to what extent the evidence presented is sufficient. There is some evidence regarding the
impact on the uptake of Al (Section 6.1), compliance costs and administrative burdens (6.1.3),
and this also applies to the SME test (Section 6.1.4). Further, there is some evidence of the
impact of the uptake of Al on competitiveness and innovation (6.1.5) and costs for public
authorities (6.2). However, this evidence does not extend to the societal, fundamental rights
and environmental impact. Finally, Annex 4 of the impact assessment details the analytical
methods used for calculating the different impacts on the uptake of Al

Annex 3 specifically deals with the question of ‘who is affected and how’. There is an analysis
of the practical implications of the initiative for economic operators and businesses (Section
3.1.1), conformity assessment, standardisation and other public bodies (3.1.2),
individuals/citizens (3.1.3) and researchers (3.1.4). Finally, section 3.2 of Annex 3 covers the
summary of costs and benefits, although it does not distinguish between the different categories
of stakeholders affected.

As previously mentioned, Section 6.1.4 of the impact assessment entirely focuses on the impact
that the different policy options might entail for SMEs. Further, Section 6.1.5 discusses the
different policy options' impact on competitiveness and innovation. Both sections contain some
data on the costs and benefits of the EU initiative.

As previously explained, on 18 November 2020, the inception impact assessment, together
with the Al proposal, were submitted to the RSB.”° Its opinion was negative, mainly based on
the lack of clarity on the interaction of the EU initiative with other Al initiatives, particularly
the proposal for an Al Liability Directive (currently withdrawn);®! the lack of in-depth
discussion of the different policy alternatives and the lack of a clear cost analysis on the impact
of the EU initiative on the AI industry, particularly on SMEs.?? Following this, DG CNECT
resubmitted a new impact assessment together with the AI Act proposal on 23 February 2021.%
The RSB opinion was positive this time, although it recommended improving the methodology
and sources used for cost calculation, particularly when it came to SMEs or new market

entrants.’*

% Page 13.

0 REGULATORY SCRUTINY BOARD OPINION Proposal for a Regulation of the European Parliament and
of the Council aying down harmonized rules on Artificial Intelligence (Artificial Intelligence Act) and amending
certain Union Legislative Acts. Page 6.

oL https://commission.europa.eu/strategy-and-policy/strategy-documents/commission-work-
programme/commission-work-programme-2025_en

%2 Page 4.

%3 Page 1.

%4 Pages 1-2.
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In short, and following the RSB’s opinion, the Al Act inception impact assessment was not in
compliance with BRF due to a lack of qualitative and quantitative evidence on the cost-benefit
analysis, in-depth analysis on the different policy options and the interaction with other EU
legislative initiatives on Al. However, after revision and resubmission, the second version of
the impact assessment together with its annexes was found in compliance with the BRF,
although some improvements were still requested by the RSB, in particular with regard to the
lack of qualitative and quantitative evidence.

3.4. Explanatory Memorandum

The AI Act explanatory memorandum was published together with the 2021 proposal. It covers
several topics ranging from the reasons for and objectives of the proposal, consistency with
existing policy provisions in the policy area and with other EU policies, legal basis, subsidiarity
(for non-exclusive competence), proportionality, choice of the instrument, stakeholder
consultation, collection and use of expertise, impact assessment, regulatory fitness and
simplification, fundamental rights, budgetary implications, implementation plans and
monitoring, evaluation and reporting arrangements, and a summary explanation of the specific
provisions of the proposal.

The preferred legal basis of the legislative proposal is explained within Section 2.1 of the
explanatory memorandum. According to the legislator, the first legal basis is Article 114 TFEU,
which allows the adoption of measures to guarantee the formation and operation of the internal
market. The purpose of the proposal is to guarantee the correct functioning of the internal
market by defining harmonised regulations, in particular on the creation, putting on the Union
market and usage, of products and services making use of Al technology or delivered as stand-
alone Al systems. In order to guarantee that Al is safe and that its development and application
adhere to fundamental rights considerations, some Member States were already contemplating
national regulations. There would probably be two major issues as a result: the internal market's
fragmentation on key components with respect to the requirements for Al products and services,
their marketing, use, liability, and public authorities' oversight, and a significant reduction in
the legal certainty for Al system providers and users regarding the application of both new and
existing regulations to those systems within the Union. EU harmonising law was, thus, the best
way to address these two issues, given the extensive cross-border movement of goods and
services. Further, given that the regulation included precise guidelines for protecting people
while processing personal data, including limitations on the use of Al systems for "real-time"
remote biometric identification in areas that are open to the public for law enforcement
purposes, insofar as those particular rules were concerned, the regulation was also based on
Article 16 of the TFEU.

The proposal’s compliance with both the principles of subsidiarity and proportionality is
covered in Sections 2.2 (subsidiarity) and 2.3 (proportionality) of the explanatory
memorandum. Regarding subsidiarity, the legislator states that to prevent further fragmentation
of the Single Market into possibly conflicting State frameworks that hinder the free circulation
of products and services, including Al, the goals of the proposal could be best accomplished at
the Union level. Further, a strong European regulatory framework for reliable AI would boost
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Europe's industrial base and competitiveness in the sector. Thus, coordinated action at the
Union level was the only way to safeguard the Union's digital sovereignty and use its
instruments and regulatory authority to influence international norms and regulations.
Regarding proportionality, since the regulation takes a risk-based approach and only imposes
regulatory constraints where an Al system is anticipated to pose significant dangers to
fundamental rights and safety, the proposal builds upon current legal frameworks and is both
proportional and necessary to accomplish its goals. The costs for operators are also
commensurate with the goals attained and the financial and reputational advantages that
operators stand to gain from the proposal.

Section 3.1 of the explanatory memorandum presents a brief summary of the results of the
stakeholder consultation process. According to the legislator, all interested parties from the
public and private sectors were targeted, including governments, local government agencies,
businesses and non-profits, social partners, experts, scholars, and individuals. All things
considered, stakeholders generally concurred that action was required. Nonetheless, a number
of interested parties cautioned the Commission against overregulation, contradictory duties,
and redundancy. The significance of a technology-neutral and balanced regulatory framework
was emphasised in several submissions. The majority of stakeholders asked for a specific,
unambiguous, and limited definition of Al. They also emphasised the significance of defining
"risk," "high-risk," "low-risk," "remote biometric identification", and "harm", in addition to
providing clarification on the word "AL" It was thought that using a risk-based approach was
preferable to regulating all Al systems at once. A sector-by-sector and case-by-case method
should have been used to determine the kinds of risks and hazards. Considering the effects on
safety and rights while calculating risks was equally important. Regulatory sandboxes were
welcomed by some stakeholders, particularly the Business Associations, and had the potential
to be very helpful in promoting Al. For high-risk Al systems, over half of respondents who
expressed opinions on the enforcement models—particularly those from business
associations—supported a mix of an ex-ante risk self-assessment and an ex-post enforcement.

Section 3.2 deals with the collection and use of expertise. According to the regulator the
proposal built upon two years of investigation and close stakeholder involvement—including
from enterprises, academic institutions, social partners, non-governmental organisations,
Member States, and citizens. Further, the Al Alliance was established to provide a forum for
around 4,000 stakeholders to discuss Al's technological and societal ramifications, with an
annual Al Assembly serving as the culmination. The outcomes of further stakeholder
workshops and activities that were planned corroborated the impact assessment's findings and
the policy decisions taken in the proposal. Finally, in order to supplement the effect evaluation,
an outside research study was also commissioned. However, although the explanatory
memorandum enumerates all the inputs of external experts, it does not summarise the content
of such inputs.

Lastly, Section 3.3 of the explanatory memorandum includes a brief summary of the content
of the impact assessment. The first paragraph of this summary details the passage of the impact
assessment before the RSB. According to the legislator, the Commission's RSB reviewed the
proposal in accordance with its BRF. Following a meeting with the RSB on December 16, 2020,
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a negative opinion was issued. On March 21, 2021, the RSB provided a good opinion following
significant change and resubmission of the impact assessment to accommodate the critiques by
the RSB. However, a summary of the actual content of the RSB opinions is lacking.

To sum up, all the steps detailed in Annex 1 (evaluation table) of this study were followed by
the legislators within the regulatory process of the Al Act. In general, the process can be said
to be in accordance with the BRF, although some more qualitative and quantitative evidence
could have been provided, plus more detail on the content of the public consultation processes,
expert input gathered, and the opinions of the RSB. It should be acknowledged, however, that
at the time of starting the Al Act regulatory process Al was not a very widely discussed and
studied topic in Europe, particularly from a policy point of view, which could partially justify
the lack of empirical evidence.
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4. The Digital Markets Act (DMA)

4.1. Introduction: From Ex-Post Antitrust Intervention to Ex-Ante Regulation of Digital
Markets

The Digital Markets Act (DMA) is one of the cornerstones of the EU digital acquis. The
legislation tackles the increased market concentration and widespread unfair practices in digital
markets. The economic and social dependencies on the services offered by American platforms,
such as Google, Amazon, Facebook, Apple, Microsoft (collectively known as GAFAM) during
the COVID-19 pandemic boosted political support for the DMA adoption.”> The DMA has
been adopted in a relatively short period of time: following the publication of the Inception
Impact Assessment on 2" June 2020,° the EC published the legislative proposal on 15
December 2020;°7 on 25th March 2022, the Council and the European Parliament achieved a
political agreement on the proposal in the context of the trilogue negotiations.”® The DMA has
been in force since 2nd May 2023. %

By imposing asymmetric obligations on ‘large’, mostly US-based, digital platforms (i.e.
gatekeepers), the DMA aims at fostering ‘fairness’ and ‘contestability’ in digital markets,'*
both in terms of inter-platform (i.e. platform v. platform) and intra-platform competition (i.e.
platform v. business users).!°! In particular, the DMA includes sanctions against a number of
unfair practices imposed by gatekeepers on business users (e.g. merchants, advertisers and
publishers) who are ‘dependent’ on the platform to reach end users to sell their digital services.
The DMA includes a wide range of prohibitions and obligations, such as prohibition of self-

2 3

referencing strategies '°> and preferential data access by the gatekeeper, ' as well
p g g p y g p

%5 To quantify the economic dependancy of business users from platforms, the DMA Impact Assessment
referred to the report of the Observatory on Online Platform Economy on “Measurement of Economic
Indicators.” According to the report, half of enterprises in Europe relying e-commerce channels relied on large
platforms, like Amazon, to sell their products. In terms of advertising, 8 out of 10 firms in Europe relied on
Google search engine as a mean of marketing their products.

Expert Group for the European Observatory on the Online Platform Economy, “Measurement of Economic
Indicators.” Published on 26.02.2021. P. 19-21. The report is available at: https://digital-
strategy.ec.europa.cu/en/library/expert-group-eu-observatory-online-platform-economy-final-reports (last access
20.02.2025).

96 Commission Staff Working Document, Impact Assessment Report accompanying the proposal of Digital
Markets Act. COM(2020) 842 final. Brussels, 15.12.2020.

97 Proposal for a Regulation of the European Parliament and of the Council on contestable and fair markets in
the digital sector (Digital Markets Act). COM/2020/842 final. COM(2020) 842 final. Brussels, 15.12.2020.

%8 https://digital-markets-act.ec.europa.eu/about-dma_en (last access 20.2.2025)

% https://digital-markets-act.ec.europa.eu/dma-rules-digital-gatekeepers-ensure-open-markets-start-apply-2023-
05-02_en (last access 20.2.2025).

100 Sypra, DMA Preamble, Recital 32 and 33.

101 Oles Andriychuk (2021), *Shaping the New Modality of the Digital Markets: The Impact of the DSA/DMA
Proposals on Inter-Platform Competition.” 44(3) World Competition: 261-286.

102 Supra, Art. 6(5) DMA.

103 Art. 5(2) prohibits the gatekeeper from merging and cross-using data collected within its eco-system, while
Art. 6(2) prohibits the gatekeeper from taking advantage of the data provided by the end user to the business
user while using the platform services.
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104 and data portability obligations on the gatekeeper.!'%> According to the

interoperability
Impact Assessment report, the DMA obligations cover the “problematic practices that are most
prominent....” in digital markets.!% The list of DMA obligations is thus not exhaustive; most
of the obligations originate from antitrust cases, investigated by the EC and National
Competition Authorities (NCAs) during the years preceding the release of the DMA
proposal.!” The DMA is thus an ex-ante regulation that complements the ex-post antitrust
enforcement in digital markets; the latter was perceived as ‘too slow’, not sufficiently deterrent,

and inefficient to remedy the market concentration problems affecting digital markets.

In terms of scope of application, the DMA covers ten Core Platform Services (CPS),!%®
characterised by a multi-sided nature, strong network effects, large economies of scale
combined with zero marginal costs, lock-in effects that limit multi-homing, vertical integration,
consumers’ behavioural biases, and data driven-advantages.!” The combinations of these
factors, reflecting market entry barriers in an antitrust sense, lead to a high degree of market
concentration, and thus to the reduction of contestability of the incumbents’ market positions
akin to natural monopoly settings. Within each CPS, multiple firms may be designated as
having gatekeeper status, and thus subject to the DMA obligations, when they fulfil three
qualitative requirements of economic impact in the EU, intermediating function between
businesses and end users and past-stability of their market position. Such qualitative
requirements are presumed to be met upon meeting certain quantitative thresholds in terms of
number of business and end users, as well as turnover or capitalisation over a period of three
years.!'!® The fulfilment of such thresholds shows the “entrenched market power” of the

platform, which makes it an unavoidable trading partner for business and end users.!!!

Besides fostering fairness and contestability in digital markets, the DMA aimed at preventing
a fragmentation of the EU single market.!!? Being a Regulation, the DMA prevented the EU
Member States from adopting diverging or similar legislation at the national level.!'3> However,
that objective has not been fully achieved. In particular, the Gesetz gegen
Wettbewerbsbeschriankungen (GWB),!'* empowers the Bundeskartellamt to sanction firms

104 Art. 6(7) requires the gatekeeper to ensure ‘effective interoperability* between the platform services and the
hardware and software of business users. Similarly, Art. 7 requires the gatekeepers offering interpersonal
communication services to guarantee interoperability with the voice, text and data services provided by third
parties.

105 Art. 6(9) requires the gatekeeper to guarantee ’effective data portability’ to end-users.

106 Commission Staff Working Document, Impact Assessment Report accompanying the proposal for a
Regulation of the European Parliament and of the Council on contestable and fair markets in the digital sector
(Digital Market Act). Brussels, 15.12.2020. COM(2020) 842, final. Para. 50.

107 According to the Impact Assessment report, around 30 antitrust investigations had been opened by the
European Commission and NCAs on large platforms between 2015 and 2020.

Supra, Para. 61 DMA Impact Assessment Report.

108 Supra, Art. 2(2) DMA.

199 Supra, Recital 2 DMA.

10 Sypra, Art. 3(2) DMA.

M Supra, Art. 3(1)(c) DMA.

12 Supra, Recital 6 DMA.

113 Supra, Art. 1(5) DMA.

114 German Gesetz gegen Wettbewerbsbeschrinkungen, last amended on 25 October 2023. Federal Law Gazette
I, p. 294. The English translation of the legislation is available at: https://www.gesetze-im-
internet.de/englisch_gwb/index.html (19.3.2025).
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with ’paramount significance for competition across markets’ and which engage in market
behaviours comparable to the list of DMA obligations, and Art. 9 of the Italian Law 192/1998,
generates a rebuttable presumption of economic dependence on the platforms by their business
users.!!> The DMA is based on a centralised system of enforcement, where the EC designates
the gatekeepers and checks compliance with the DMA obligations. However, in the context of
the legislative adoption of the Regulation, EU Member States have carved out a role for NCAs
in terms of DMA enforcement: the latter can support the Commission in collecting evidence

and complaints concerning DMA infringement' !¢

117

and they can investigate DMA infringements
within their country.

At the time of writing, GAFAM, Tik Tok and Booking.com have been designated as digital
gatekeepers.!!® The EC is currently investigating potential breaches of the DMA obligations
by Google, Meta, and Apple, which could lead to the imposition of fines on these firms.!! By
contrast, structural remedies remain unlikely since they can be imposed by the EC only in a
case of DMA systematic non-compliance by a gatekeeper (i.e., only after the EC had adopted
three non-compliance decisions in the past eight years).!2°

4.2. Public Consultations

The origins of the DMA stem from the publication, in May 2019, of the report on “Competition
Policy for the Digital Era”, drafted by the three Special Advisers appointed by Commissioner
Vestager.!?! The document pointed out that large platforms enjoy a stable and entrenched
market power, which undermines competition policy enforcement. The report did not
recommend the adoption of ex-ante regulation of digital platforms, but rather a revision of
existing competition rules — e.g. introducing legal presumptions and reversing the burden of
proof in certain circumstances.'?? In April and May 2020, in the middle of the COVID
pandemic, three Committees of the European Parliament drafted legislative reports,
encouraging the Commission to propose ex-ante regulation of digital platforms.!??

In the early stage of the political debate on the DMA, therefore, two views were debated: on
the one hand, some commentators argued in favour of strengthening existing competition rules,
while others supported the introduction of new ex-ante rules only applicable to ‘large’ digital
platforms. Such debate also affected the Commission, which in June 2020 published two

115 Law no. 192 of 18 June 1998, (Article 9 - Abuse of economic dependence) Rules on subcontracting in
manufacturing activities. The English translation of the provision is available at: https://en.agcm.it/en/scope-of-
activity/competition/detail?1d=04566191-adb3-4b31-81bb-
ba3a8f9e8f3e&parent=Legislation&parentUrl=/en/scope-of-activity/competition/legislation%22 (19.3.2025).
16 Supra, Art. 22, 23 and 27 DMA.

7 Supra, Art. 38(7) DMA.

118 https://digital-markets-act.ec.europa.eu/latest-news_en (last access 20.2.2025).

119 https://digital-markets-act.ec.europa.eu/commission-opens-non-compliance-investigations-against-alphabet-
apple-and-meta-under-digital-markets-2024-03-25_en (last access 20.2.2025).

120 Supra, Art. 18 DMA.

121 Jacques Crémer, Yves-Alexandre de Montjoye, Heike Schweitzer (2019), ”Competition Policy for the Digital
Era.” Brussels, 20.5.2019. The report is available at: https://op.europa.eu/en/publication-detail/-
/publication/21dc175¢-7b76-11e9-9f05-01aa75ed71al/language-en (last access 20.2.2025).

122 ibid, Chapter 7.

123 Supra, DMA Impact Assessment Report, para. 10.
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Inception Impact Assessments, followed by two separate public consultations. The first
document, supported by DG Competition, proposed the adoption of a New Competition Tool
(NCT), 12* which would allow the Commission to carry out investigations in markets
characterised by structural competitive problems, including digital markets, and eventually to
impose structural and behavioural remedies even in the absence of a competition law
infringement. In the document, the Commission proposed four policy options, which primarily
focused on the scope of the NCT: dominance-based v. structured-based NCT; tool horizontally
applicable v. NCT applicable only in a limited number of industries, such as digital markets.
The Commission collected stakeholders' comments both on the NCT Inception Impact
Assessment, as well as in the context of an open public consultation based on an online
questionnaire, which remained open between 2™ June and 8" September 2020.'2° On 8™
October 2020, the Commission published a summary of the public consultation,'?¢ as well as a
summary of the parallel consultation carried out by DG Competition among the NCAs of the
EU Member States,'?” and four expert reports on how the NCT objectives and how the proposal
could be structured.!?® Finally, the Commission also organized a workshop with BEUC (an
umbrella group for i.e. European consumer organisations) to understand their view on the NCT
proposal.'?®

While DG Competition supported the NCT proposal, DG Connect and DG Grow led the
publication of a second Inception Impact Assessment on a legislative package,!3® which would
later evolve into the Digital Services Act (DSA)!*! and the DMA. The latter proposal concerned
the introduction of an “ex-ante regulatory instrument for large online platforms with significant
network effects acting as gatekeepers in the EU internal market.”!*? The Inception Impact
Assessment envisaged three policy options: the first one was to revise and strengthen the
transparency obligations included in the Platform2Business (P2B) Regulation, which was a
2019 EU legislation, horizontally applicable to every platform engaged in online

124 European Commission, Inception Impact Assessment for a possible New Competition Tool. Published on
2.6.2020. the document is available at: https://competition-policy.ec.europa.eu/public-consultations/2020-new-
comp-tool_en (last access 20.2.2025).

125 https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/12416-Single-Market-new-
complementary-tool-to-strengthen-competition-enforcement_en (last access 20.2.2025).

126 https://competition-policy.ec.europa.eu/document/download/ccffd897-f0eb-4£20-8618-

780ffa8685¢c1 en?filename=summary stakeholder consultation.pdf (last access 20.2.2025).

127 https://competition-policy.ec.europa.eu/document/download/45ddal 76-£23c-4de5-94d0-

79¢lad2d5¢53 en?filename=summary contributions NCAs responses.pdf (20.2.2025).

128 https://competition-policy.ec.europa.eu/public-consultations/2020-new-comp-tool_en (last access 20.5.2025).
129 https://competition-policy.ec.europa.eu/document/download/671513 1a-68ac-4b70-aa76-

09a22¢872139 en?filename=workshop BEUC members.pdf (last access 20.2.2025).

130 Eyropean Commission, Inception Impact Assessment on the DSA package. Published on 2.6.2020.
Ares(2020)2877647. The document is available at: https://ec.europa.cu/info/law/better-regulation/have-your-
say/initiatives/12418-Digital-Services-Act-package-ex-ante-regulatory-instrument-of-very-large-online-
platforms-acting-as-gatekeepers_en (last access 20.2.2025).

131 Regulation (EU) 2022/2065 of the European Parliament and of the Council of 19 October 2022 on a Single
Market For Digital Services and amending Directive 2000/31/EC (Digital Services Act). OJ L-277/1,
27.10.2022.

132 1bid.
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intermediation services, such as Amazon marketplace or Booking.com.!** The second option
would empower regulators to collect information on large online platforms acting as
gatekeepers, rather than including any additional obligation for the platforms. Finally, the last
option was the introduction of a new regulatory framework applicable to “large online
platforms”, including either a fixed list of “blacklisted practices” or “tailor-made remedies”
that could be adjusted for each gatekeeper. It is worth noticing that the Inception Impact
Assessment did not specify which authority would enforce the new regulatory framework (i.e.
Commission v. national authority), which digital markets would be regulated, how a “large
online platform” would be defined, and which practices would be prohibited. From a
procedural point of view, the Commission carried out the consultation on the DMA-DSA
Inception Impact Assessment in parallel to the consultation on the NCT. In addition, DG
CNECT commissioned a support study on the main economic problems affecting digital

134

markets, >* while the Observatory for the Online Platform Economy published eight analytical

papers, providing evidence to support the DMA-DSA proposal.!¥

A large number of stakeholders from industry, practitioners, NGOs, public authorities and
academics contributed both to the NCT and to the DMA-DSA public consultations. Most of
the stakeholders strongly supported both proposals, which were initially presented by the
Commission as complementary, rather than as alternatives. Nevertheless, some NCAs and
industry players showed concerns about the duplicative role of the instruments and the risk of
creating a high regulatory burden, which could discourage innovation among the platforms
operating in Europe.!3¢ Perhaps in view of these concerns, the EC de facto abandoned the NCT,
and in December 2020 published two legislative proposals both focussed on ex-ante
asymmetric regulation: the Digital Markets Act would target the concentration issues in digital
markets, while the Digital Services Act would regulate the content moderation role of digital
platforms. In the DMA Impact Assessment report, the Commission argued that ““...a market
investigation regime with a horizontal scope... would not allow an immediate and continuous
response to the most pressing instances of gatekeeper related market failures...” and thus it was
not a suitable policy option.!3” In other words, without openly referring to the NCT, the
Commission dropped the proposal, probably considered too broad, light and ’traditional’ in its
scope to solve problems of fairness and contestability in digital markets.

In line with the BRF, the Commission published separate Inception Impact Assessment reports
for the NCT and the DMA-DSA proposals, clearly identifying different policy options. The
Commission carried out two public consultations in parallel, in addition to collecting the views
of the NCAs and experts’ opinions. However, the Commission has deviated from the Better
Regulation Guidelines in two aspects: first of all, although the Commission has published a

133 Regulation (EU) 2019/1150 of the European Parliament and of the Council of 20 June 2019 on promoting
fairness and transparency for business users of online intermediation services. OJ L-186/56, 11.7.2019.

134 CEPS, Platforms with Significant Network Effects Acting as Gatekeeper Impact Assessment Support.
https://www.ceps.eu/ceps-projects/platforms-with-significant-network-effects-acting-as-gatekeeper-impact-
assessment-support/ (last access 20.2.2025).

135 https://digital-strategy.ec.europa.eu/en/policies/eu-observatory-online-platform-economy (last access
20.2.2025).

136 Supra, summary of the NCAs ontributions to the NCT Impact Assessment, section V.

137 Supra, DMA Impact Assessment Report, para. 256-258.
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summary of the answers collected during the two public consultations, it has never published
a separate synopsis report, explaining why certain “certain suggestions (from stakeholders)
have not been taken up” in the legislative proposal.!*® In particular, it is worth mentioning that
the Commission has never clearly explained why the NCT proposal was dropped, despite the
positive support expressed by the majority of stakeholders in the public consultation. Secondly,
contrary to the BRF, the Commission organised a public consultation only on the Inception
Impact Assessments of the NCT and DMA-DSA proposals, and not on the final DMA proposal
and its Impact Assessment. The Inception Impact Assessment provided general policy options,
and it did not provide sufficient evidence to explain to the stakeholders the reasons behind the
different policy options. In addition, the Inception Impact Assessment on the DMA-DSA
package did not clarify the scope of the legislation, in terms of CPS and gatekeeper definition,
as well as in relation to the scope of the DMA obligations and the enforcement structure. On
these issues, the stakeholders have never been able to express their views via a public
consultation, and essentially the scope of regulatory proposals was left to the Commission’s
will only.

4.3. DMA Impact Assessment

On 15" December 2020, the Commission published the DMA legislative proposal together
with an extensive Impact Assessment. The latter document analysed the scope of the problem,
proposed different policy options supported by empirical evidence, and provided a
costs/benefits analysis of the different options.

In terms of problem identification, the DMA Impact Assessment referred to the increasing

139 as

tendency of market concentration and higher firms’ mark-up affecting digital markets,
well as to the structural features of these markets that led to a dependent relationship between
the gatekeeper and business users and favoured the emergence of unfair practices that
hampered competition. !’ In terms of empirical evidence, the Commission relied on past
antitrust investigations and previous studies carried out by the Commission as well as by public
authorities and think tanks in the USA,!*! UK!4? and Australia'#’ to identify a list of unfair
practices and digital markets that should be regulated as CPSs. The Impact Assessment,
however, recognised the limits of such an 'anecdotal’ approach and the problems in evidence
gathering: for instance, the document recognised that digital markets were characterised by an

increased degree of market concentration and firms’ mark-up, but that there was no empirical

138 Supra, Better Regulation Guidelines, para. 5.3.1.

139 Supra, DMA Impact Assessment, para. 32.

140 Supra, DMA Impact Assessment, para. 37-48.

141 Stigler Committee on Digital Platforms, Final Report. Published on 16.9.2019. The report is available at:
https://www.chicagobooth.edu/research/stigler/news-and-media/committee-on-digital-platforms-final-report
(last access 24.2.2025).

142 Jason Furman, Unlocking Digital Competition. Report of the Digital Competition Expert Panel. Published on
13.3.2019. The report is available at: https://www.gov.uk/government/publications/unlocking-digital-
competition-report-of-the-digital-competition-expert-panel (last accessed 24.2.2025).

143 Australian Competition and Consumer Protection Commission (ACCC), Digital Platforms Inquiry — final
report. Published on 26.7.2019. https://www.accc.gov.au/about-us/publications/digital-platforms-inquiry-final-
report (last accessed on 24.2.2025).
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evidence of such trend for each CPS.!** In the Impact Assessment, the Commission considered
other CPSs, such as video streaming/on demand services and B2B industrial platforms, but
concluded that these markets did not show market distortions such as to justify a regulatory
intervention.'#’

In terms of the definition of policy options, the EC refined the list of options mentioned in the
Inception Impact Assessment, published in June 2020. In particular, the final document
excluded a revision of the P2B Regulation,!'#¢ the establishment of an authority to collect
information on the platform economy,'*’ and the NCT as suitable policy options.'*® On the
other hand, the Impact Assessment elaborated three policy options concerning ex-ante rules for
platforms regulation: a ‘non-dynamic’ option, based on a closed list of self-executing

obligations for the designated gatekeepers;'+

a ‘semi-dynamic’ option, based on a list of self-
executing obligations, in addition to obligations that could be adjusted, following a regulatory
dialogue between the gatekeeper and the EC.!>° Finally, under the ‘fully dynamic’ option, the
obligations would be defined by the Commission on a case-by-case basis, subject to regulatory
dialogue.!'>! While in the non-dynamic and semi-dynamic options the gatekeeper would be
defined in accordance with quantitative thresholds, based on the turnover, capitalisation and
number of the platform’s users in Europe,!>? the EC would rely only on qualitative criteria to
define a gatekeeper under the fully dynamic option. In other words, under the last option the
EC would engage in a case-by-case analysis, both in terms of identification of the gatekeepers

and the frame of the regulatory obligations.'>?

Finally, in relation to the quantitative thresholds
applicable to both the non-dynamic and semi-dynamic policy options, the Commission
proposed a set of ‘high’ thresholds, which would narrow down the selection of gatekeepers to

5_7.154

The Impact Assessment analysed the three policy options in terms of costs/benefits for different
stakeholders (i.e. gatekeepers, business users, consumers and regulatory authorities),!> from
two perspectives: first of all, the Commission carried out a qualitative analysis, explaining how
the different obligations included in the DMA proposal could generate compliance costs for
gatekeepers, while '°° Secondly, the Impact Assessment carried out a quantitative analysis of
the costs/benefits of the second policy option included in the DMA proposal — i.e. the semi-
dynamic option!>” The Commission estimated that, by reducing legal fragmentation among the

144 According to the Commission, "there is no consistently publicly available data about the mark-ups in each of
these core platform services.”

Supra, DMA Impact Assessment, para. 129.

145 Supra, DMA Impact Assessment, page 38.

146 Supra, DMA Impact Assessment para. 241-248.

147 Supra, DMA Impact assessment, para. 249-255.

148 Supra, DMA Impact Assessment, para. 256-260.

149 Supra, DMA Impact Assessment, para. 185-199.

150 Supra, DMA Impact Assessment, para. 200-222.

151 Supra, DMA Impact Assessment, para. 225-238.

152 Supra, DMA Impact Assessment, para. 209-211.

153 Supra, DMA Impact Assessment, para. 227-230.

154 Supra, DMA Impact Assessment, para. 148.

155 Supra, Annex 3 DMA Impact Assessment, Who is Affected and How?

156 Supra, DMA Impact Assessment, Annex 3, Table 2: Impacts per Considered Obligation.

157 Supra, DMA Impact Assessment, Annex 3, Table 2: Overview of Benefits — Preferred Option 2.
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EU Member States the DMA could boost EU cross-border trade, increase R&D expenditure
and thus support innovation, boost employment in the digital sector, and foster competition in
digital markets (thereby lowering the cost of advertising and digital services), to the benefit of
consumers and business users alike.!>® Overall, the Impact Assessment estimated that the semi-
dynamic option would generate benefits between €12 and 23 billion in terms of economic
growth in the EU Member States and would lead to the creation of 600,000 new jobs.'>® The
reliability of these numbers is difficult to assess: economic growth is caused by several factors,
and thus it is quite difficult to establish a causal link between economic growth and a single
legislation. Secondly, some of the assumptions of the Commission are also questionable. In
particular, the Impact Assessment report argued that the DMA would encourage gatekeepers
to innovate.!® Although the DMA would foster competition in the market, the causal link
between the DMA obligations and R&D trends is unclear; the DMA aims at fostering
contestability and fairness in digital markets, while the word ’innovation’ is absent in the text
of the legislation. Aware of these limits, the EC carried out a quantitative assessment of the
expected benefits only for the second (preferred) policy option, arguing that it would be too
complex to make a separate cost-benefit estimation for each policy option.!®! Finally, the EC
estimated the costs of the DMA proposals both for the gatekeepers, in terms of obligations
compliance, as well as for the Commission itself and national authorities, in terms of the
administrative costs.'® As mentioned above, the final version of the DMA has expanded the
role of the NCAs, and thus, the Commission likely underestimated the costs faced by national
authorities. The Commission also differentiated the cost estimation for each policy option, as
well as considering the scale of the selected notification thresholds. The Impact Assessment
estimated that the DMA enforcement would generate costs between € 20 million per year (i.e.
in case of option 1) to almost € 60 million (i.e. in case of option 3).'® According to the
Commission, the list of self-executing obligations included in option 1 would imply lower
enforcement costs, both for the Commission and the gatekeepers, while the case-by-case
analysis under option 3 would imply substantially higher costs.

In addition to the cost-benefit analysis of the different policy options for each stakeholder, the
Impact Assessment analysed the three policy options in the light of the general principles of
the Better Regulation Guidelines — i.e. efficiency,!®* coherence, !%° proportionality, !¢ and
subsidiarity.!®” The Commission concluded that the semi-dynamic option was the best one,
since it represented a good compromise between a fully static and fully flexible option, and

158 Supra, DMA Impact Assessment, Annex 3, Table 3: Overview of Benefits — Preferred Option 2

159 Supra, DMA Impact Assessment, Annex 3, Table 2: Overview of Benefits — Preferred Option 2.

160 Sypra, DMA Impact Assessment, para. 282.

161 > A robust cost-benefit comparison between the different options proves however difficult for the initiative
under consideration given the absence of reliable data and thus estimates of costs and benefits are only provided
for the preferred option which serves as a reference for the magnitude of the remaining options.”

Supra, DMA Impact Assessment, para. 349.

162 DMA Impact Assessment, Annex 3, Table 3, Costs Comparison.

163 DMA Impact Assessment, Annex 3, Table 3, Costs Comparison.

164 Supra, DMA Impact Assessment, para. 349-357.

165 Supra, DMA Impact Assessment, para. 358-366.

166 Supra, DMA Impact Assessment, para. 367-375.

167 Supra, DMA Impact Assessment, para. 376-377.
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thus it minimised the risks of false positive and false negative errors.!%® However, one could
also argue that the policy options presented by the Commission in the Impact Assessment pre-
determined a specific policy outcome. The Commission presented three options, but two of
them were clearly rather ’extreme’ in terms of rigidity v. flexibility of the rules — i.e. the non-
dynamic and the fully dynamic options. In such a context, the semi-dynamic option looked like
a good compromise between the other two extremes. The semi-dynamic option was thus
selected by the Commission because the other two options were unsuitable, rather than due to
empirical evidence that showed the semi-dynamic option generated higher benefits and lower
costs in comparison to the other two policy options.

The DMA Impact Assessment was initially rejected by the RSB in November 2020.!%° After a
substantial revision of the document by the EC, on 10 December 2020, the RSB approved the
Impact Assessment subject to ‘reservations‘.!’? The latter mostly concerned the reasons to
select specific CPSs and costs-benefits of the different policy options.!”! In a nutshell, the RSB
comments focussed on two weaknesses of the DMA Impact Assessment: lack of strong
empirical and scientific evidence to select specific CPSs and gatekeepers' obligations and lack
of a clear estimation of the economic benefits of the different policy options. As mentioned
above, the EC carried out a rough analysis only of the benefits of the preferred policy option
due to the lack of reliable data to carry out such a forecasting exercise. As mentioned above,
the DMA proposal was supported by the political concerns emerging during the COVID
pandemic due to platform dependence rather than based on specific empirical evidence as
provided by the BRF.

4.4. DMA Explanatory Memorandum

The EC attached an Explanatory Memorandum to the DMA legislative proposal.!’? The
Memorandum essentially represents a summary of the Impact Assessment, since it describes
in a concise manner the problems that the EC aimed at tackling via the DMA proposal,'!” a
presentation of the different policy options,!”* and an explanation of the budgetary implications
of the legislation.!”

The Memorandum also analysed the DMA proposal considering the principles of subsidiarity
and proportionality.!’® According to the document, a Regulation was needed since several EU
Member States were considering the adoption of a platform regulation; national legislations
that could jeopardise the integrity of the EU internal market. In view of these considerations,

168 Supra, DMA Impact Assessment, para. 378.

169 Supra, DMA Impact Assessment, Annex 1, Procedural Information. Section 4.

170 Regulatory Scrutiny Board Opinion, Proposal for a Regulation of the European Parliament and of the
Council on contestable and fair markets in the digital sector (Digital Markets Act). Brussels, 10.12.2020. COM
(2020) 842.

17! Ibid, summary of findings.

172 Supra, DMA proposal, Explanatory Memorandum.

173 Supra, DMA proposal, Explanatory Memorandum. Section 1.

174 Supra, DMA proposal, Explanatory Memorandum. Section 3.

175 Supra, DMA proposal, Explanatory Memorandum. Section 4.

176 Supra, DMA proposal, Explanatory Memorandum. Section 2.
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the Memorandum indicated that the proposal should be based on Art. 114 TFEU (i.e. internal
market legal basis), rather than on Art. 103 TFEU (i.e. competition policy legal basis).

Overall, the Explanatory Memorandum complemented the Impact Assessment and the DMA
legislative proposal, and it complied with the requirements of the BRF.
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5. The 2023 SEP Regulation Proposal

5.1. Introduction: The Policy Background and the Content of the SEP Regulation Proposal

SEP licensing has been a ‘niche’ topic of EU policy for over thirty years, essentially affecting
stakeholders in the ICT sector, standard-development organisations (SDOs) and patent offices.
Traditionally, the EC approached the topic from an antitrust perspective. Since the early
1990s,!77 it considered the collusion risks of standardisation agreements and engaged in
regulatory dialogues with the European SDOs. However, considering the net positive economic
effects of industry standards and their European market integration function, standardisation
agreements have always benefited from a soft-safe harbour under Art. 101 TFEU as long as
certain safeguards are in place.!”®

This early antitrust engagement determined two normative signposts of SEPs that have since
been included in standard-development organisations’ by-laws.!” First, the obligation to
disclose potential SEPs, which avoids including proprietary technologies in standards that
owners might refuse to license. Second, the Fair, Reasonable, and Non-Discriminatory
(FRAND) voluntary commitment guarantees that licences to SEPs are available on FRAND
terms. 13

Starting from the mid-2000s, the EC also addressed Art. 102 TFEU issues stemming from the
licensing and enforcement of SEPs by dominant companies. Besides some other limited
concerns,'8! the most important abuse of dominance question was the SEP holder’s use of
injunctive relief against infringers.!®? Following divergences between the German Federal
Court of Justice (Bundesgerichtshof) and the EC regarding the legal test for abuse of
dominance,'®? the CJEU provided clarification in 2015 by answering preliminary questions
referred by the Diisseldorf District Court in the Huawei v. ZTE case. The top EU Court balanced
the tension between dominant SEP holders’ exclusivity and implementers’ access to industry
standards by focusing on the good faith negotiating path to conclude bilateral FRAND
licences.!'®* Keeping the balance between SEP holders and implementers, the Court recognised

177 Communication from the Commission: Intellectual Property Rights and Standardisation COM(92) 445 final
27 October 1992, paras 2.1.12,4.7., 6.2. and 6.3.

178 The competition safeguards for standardisation agreements include: i) open and unrestricted participation in
SDOs, ii) transparent standardisation procedures, iii) voluntary nature of standard compliance, and iv) effective
access to the standard on FRAND terms. See HCG para 451.

179 HCG, paras 456-462.

'8 In the academic literature, for the access to all approach see Juan Martinez, ‘FRAND as Access to All versus
License to All’ (2019) 14 GRUR Int. 642, for the license to all approach see Renato Nazzini, ‘Level
Discrimination and FRAND Commitments Under EU Competition Law’ (2017) 40 World Competition 213.

181 The early unilateral concerns included patent ambus in Rambus (COMP/38.636) notified under document
C(2009) 7610 [2009], published as a summary in OJ (2010) C 30/17; evasion of FRAND commitments through
SEP transfers in Nokia/Bosch+IPCom (Case AT.39615) MEMO/09/549 ‘Commission welcomes’ IPCom’s
public FRAND Declaration’ 10 December 2009; excessive pricing of SEPs in Texas Instruments/Qualcomm
(Case AT.39247) MEMO/09/516 ‘Commission closes formal proceedings against Qualcomm’ 24 November
20009.

182 Samsung — Enforcement of UMTS standard essential patents (Case AT.39939) C(2014) 2891 final, published
as a summary in OJ (2014) C 350/8; Motorola - Enforcement of GPRS standard essential patents (Case
AT.39985) C(2014) 2892 final, published as a summary in OJ 344/6.

183 Orange-Book Standard, May 6, 2009, Bundesgerichtshof (BGH) KZR 39/06.

184 Case C-170/13 Huawei v ZTE [2015] EU:C:2015:477.
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that dominant SEP holders, if they are constructive in their pre-licensing and actual
negotiations, do not abuse their position by seeking injunctive relief against implementers who
show their unwillingness to take a FRAND licence.!®® In parallel to the adjudication of
Huawei/ZTE and under the new Juncker presidency, the EC shifted its main approach to SEP
licensing from antitrust (i.e., DG COMP) to IP policy (i.e. DG GROW),'¥ which culminated
in the SEP Regulation Proposal.

The proposal did not move from the empirical data but from theoretically-sound justifications:
high transaction costs and uncertainties of SEP licensing, expected increased disputes about
FRAND in IoT markets, the fragility of SMEs in the field and insufficient self-regulation
through industry-led initiatives. Against this background, the stated regulatory goals were
making SEP licensing more transparent, reducing its transaction costs, ensuring both continued
participation in standardisation and diffusion of standards, balancing SEP holders’ and
implementers’ interests and promoting the EU’s role in standardisation.'8” However, the tools
for the achievement of those goals included in the proposed regulation were more controversial.
Besides special support for SMEs (Arts. 61-62), the proposal envisaged the registration of SEPs
in an electronic register held by the EU Intellectual Property Office (EUIPO) for the patentee
to enforce its rights in the EU (Art. 19-25). Furthermore, it would have entrusted the EUTPO to
administer non-binding procedures to assess the essentiality of registered SEPs (Arts. 28-33),
establish global aggregate royalty rates for standards implementations (Arts. 14-18) and
determine actual FRAND licences (Arts. 34-59).

The SEP Regulation Proposal, born and developed amid controversy, was halted on 11
February 2025 when the EC withdrew it given the low chances of adoption.!®® The following
sections analyse in chronological order the Commission’s policy action in the SEP licensing
field since 2014 against the BRF benchmark to understand the root causes of such a legislative
miscarriage. Overall, the expertise developed through this wealth of initiatives would
presumably single out the EC as probably the most informed policymaker in the field globally.
Still, its derailed effort to radically change the SEP licensing system seems inconsistent with
the experience developed and hints at least in part to changing political leadership as much as
knowledge management issues related to mandatory staff turnover rules.'®

135 For an early comment, see Niccolod Galli, ‘The FRAND Defence up to Huawei/ZTE’ (2016) 7 Bocconi Legal
Papers 155.

136 See all publicly known initiatives by DG GROW, here <https://single-market-
economy.ec.europa.eu/industry/strategy/intellectual-property/patent-protection-eu/standard-essential-
patents_en>. Actually, DG for Enterprise and Industry commissioned a study already in 2011: Study on the
Interplay between Standards and Intellectual Property Rights (IPRs) Tender No ENTR/09/015 (OJEU S136 of
18/07/2009) Final Report https://pure.tue.nl/ws/files/3454667/24761376907523.pdf

187 Recital 2, SEP Regulation Proposal.

138 See Annex IV: Withdrawals, Annexes to the Communication from the Commission to the European
Parliament, the Council, the European Economic and Social Committee and the Committee of the Regions -
Commission Work Programme 2025: Moving Forward Together: A Bolder, Simpler, Faster Union COM(2025)
45 final.

139 See the Mobility rules of the Compilation Document on Senior Officials Policy
<https://commission.europa.eu/document/download/d30847ac-43c6-4048-8970-
£80683c3¢706_en?filename=compilation-of-the-senior-official-policy-at-the-european-commission_en.pdf>.
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5.2. The Beginnings of the Commission’s SEP Licensing Policy: Juncker’s Presidency of
2014-2019

The EC’s current understanding of SEP licensing dates back to 2014, when it commissioned a
fact-finding study on “Patents and Standards™.!®® Already then, lack of transparency regarding
SEPs had been identified as the key EU policy issue inhibiting efficient FRAND licensing.
Even before the spread of the Internet of Things (IoT), lack of transparency on SEPs was
already viewed by the EC as the primary cause of the perceived high search, negotiation and
dispute resolution costs for all stakeholders. Further, the EC believed that information
asymmetries enabled opportunistic behaviour from both SEP holders and implementers,
respectively engaging in hold-up and hold-out. Then, individual opportunism was seen as
detrimental to the entire standardisation ecosystem: supra-FRAND payments to one SEP
holder would diminish the revenue available to other licensors while free riding by one
implementer would tilt the playing field against other implementers.'*!

Building on the 2014 study findings, the EC held a first public consultation to better understand
how the governance framework of standardisation worked and how it should have evolved to
remain efficient and adapted to dynamic economic and technological environments. Although
the current SEP page of DG GROW does not link to the public consultation,!*? the inputs and
summary can be retrieved on the Internet Archive.!”® Already then, the feedback highlighted
that the challenges of SEP licensing affected patent holders and standard-implementers alike.!**
The main issue raised was again a lack of transparency over SEP infringement exposure, mostly
in a passive sense (i.e., which SEPs do my products infringe? How much do I owe and to
whom?) instead of an active one (i.e., which products infringe my SEPs and to what extent?).
Early proposals to improve SEP transparency were incremental rather than revolutionary since
they mostly focused on improving existing institutions and processes instead of adding new
ones. In this sense, they advocated improving the SEP declaration practice before SDOs and
better linking patent offices’ databases with SDOs in a holistic effort to raise the bar of SEP
information and patent quality.!®> Finally, the public feedback already highlighted the role of
patent pools and alternative dispute resolution systems in facilitating SEP licensing.

190 BCSIP Consortium, Patents and Standards: A Modern Framework for IPR-based Standardisation (2014)
<https://web.archive.org/web/20190530173434/https://ec.europa.cu/docsroom/documents/4843/attachments/1/tr
anslations/en/renditions/pdf> and summary here
<https://web.archive.org/web/20190530223049/https://ec.europa.cu/docsroom/documents/4844/attachments/1/tr
anslations/en/renditions/pdf>.

Y1ECSIP Consortium, Patents and Standards: A Modern Framework for IPR-based Standardisation (2014),
11-12.

192 The relevant links lead to “Page not found”, see <https://single-market-economy.ec.europa.cu/content/public-
consultation-patents-and-standards-modern-framework-standardisation-involving_en>.

193 See <https://web.archive.org/web/20180616075647/https://ec.europa.eu/growth/content/public-consultation-
patents-and-standards-modern-framework-standardisation-involving_en>.

194 Public Consultation on Patents and Standards- A Modern Framework for Standardisation Involving
Intellectual Property Rights — Summary Report 27 October 2015
<https://web.archive.org/web/20180616075647/http://ec.europa.eu/DocsRoom/documents/14482/attachments/1/
translations/en/renditions/native>, 4-5.

195 Public Consultation on Patents and Standards- A Modern Framework for Standardisation Involving
Intellectual Property Rights — Summary Report 27 October 2015, 9-10.
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At a research level, eight reports, either by the Joint Research Centre, the directorate of the EC
that provides scientific and technical know-how for supporting EU policies, or third-party
consortia, provided insights on several highly technical issues related to SEP licensing.!”¢ It is
unclear how thousands of pages of publicly-funded research inputs, as much as other
stakeholders’ feedback, have weighed in the decision-making that led to the SEP Regulation
Proposal since none of these reports advanced policy proposals as broad as the 2023 one.

The Juncker Commission’s SEP policy took stock of the feedback received and growing
research findings in two key communications. At a more general level, the 2016
Communication on ICT Standardisation Priorities for the Digital Single Market acknowledges
the increasing complexity of the standardisation ecosystem due to the relevance of more
standards, more SEPs fragmented among more SEP holders and more applications of ICT
standards in the I0T."” There, the EC, in line with Huawei v ZTE, recognised the need to ensure
a fair return on investment to SEP holders and fair access to SEPs for all players, SMEs
included. It also committed to identifying by 2017 measures to increase SEP transparency,

clarify FRAND licensing methodologies and facilitate dispute settlement.!*8

196 The academic-style reports analyse topics such as the use of intellectual property rights in the ICT sector, see
Stefano Comino, Fabio Manenti and Nikolaus Thumm, JRC Science for Policy Report: Intellectual Property
and Innovation in Information and Communication Technology (ICT) (2015)
<https://op.europa.eu/en/publication-detail/-/publication/b4e4d828-933e-11e5-983e-01aa75ed71al/language-
en>; the concept of FRAND, see Yann Méniére and Nikolaus Thumm, JRC Science and Policy Report: Fair,
Reasonable and Non-Discriminatory (FRAND) Licensing Terms (2015) <https://op.europa.eu/en/publication-
detail/-/publication/98fd32a-4c5d-4ac7-a5f0-737f41d60al d/language-en>;'® the operation of patent assertion
entities in Europe, see Nikolaus Thumm and Garry Gabison, JRC Science for Policy Report: Patent Assertion
Entities in Europe: Their Impact on Innovation and Knowledge Transfer in ICT Markets (2016)
<https://publications.jrc.ec.europa.cu/repository/handle/JRC103321>; statistical evidence on SEP declaration
and licensing in Europe, see Tim Pohlmann and Knut Blind, Landscaping Study on Standard Essential Patents
(SEPs) (2016) <https://single-market-economy.ec.curopa.eu/publications/landscaping-study-standard-essential-
patents-
europe_en#:~:text=Based%200n%20a%20unique%20dataset%2C%20the%20report%20highlights,0f%20essent
iality%20checks%20for%20SEPs%20is%20als0%20provided>; economic issues of patent hold-up, hold-out
and royalty stacking, see Pierre Régibeau, Raphael De Coninck and Hans Zenger, Transparency, Predictability,
and Efficiency of SSO-based Standardisation and SEP Licensing: A Report for the European Commission
(2016) <https://ec.europa.cu/docsroom/documents/48794>; the case law and antitrust enforcement practice on
FRAND licensing terms, see Chryssoula Pentheroudakis and Justus Baron, Licensing Terms of Standard
Essential Patents: A Comprehensive Analysis of Cases (2017)
<https://publications.jrc.ec.curopa.eu/repository/handle/JRC104068>; the interplay between standardisation and
open-source software development, see Knut Blind, Nikolaus Thumm and Mirko Boehm, JRC Science for
Policy Report: The Relationship Between Open Source Software and Standard Setting (2019)
<https://op.europa.eu/en/publication-detail/-/publication/6521f427-01df-11ca-8c1f-01aa75ed71al>; and the
institutional design of SDOs, see Justus Baron and others, JRC Science for Policy Report: Making the Rules —
The Governance of Standard Development Organisations and Their Policies on Intellectual Property Rights
(2019) <https://op.europa.cu/en/publication-detail/-/publication/571ea809-43b1-11¢9-8d04-
Olaa75ed71al/language-en>.

97Communication from the Commission to the European Parliament, the Council, the European Economic and
Social Committee and the Committee of the Regions - ICT Standardisation Priorities For The Digital Single
Market COM(2016) 176 final, 3.

198 Communication from the Commission to the European Parliament, the Council, the European Economic and
Social Committee and the Committee of the Regions - ICT Standardisation Priorities For The Digital Single
Market COM(2016) 176 final, 14.
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https://ec.europa.eu/docsroom/documents/48794
https://publications.jrc.ec.europa.eu/repository/handle/JRC104068
https://op.europa.eu/en/publication-detail/-/publication/6521f427-01df-11ea-8c1f-01aa75ed71a1
https://op.europa.eu/en/publication-detail/-/publication/571ea809-43b1-11e9-8d04-01aa75ed71a1/language-en
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The 2017 Communication Setting out the EU approach to SEPs followed suit.!® It indicated
non-regulatory policy measures to increase transparency on SEP exposure, clarify the meaning
of FRAND, and keep a balance of interest between SEP holders and implementers even in case
of disputes. Regarding SEP transparency the EC, besides launching a pilot project on standard-
essentiality assessment with a view to introducing a SEP-review mechanism (hereinafter, the
“Essentiality Pilot Project”), also spotlighted again the role of SDOs in enhancing transparency
for the benefit of SEP licensing negotiations by improving their declaration systems and
databases.?? On FRAND licensing, the EC stressed the need for a case-by-case assessment of
FRAND. Moreover, it recognised common industry principles such as that FRAND should
both reflect the value added by the SEPs at issue to a given standard implementing product and
take account of the aggregate price of the relevant standard, the absence of a hard-edged non-
discriminatory requirement, and the FRAND compatibility of global portfolio licences.?"!
Finally, the 2017 SEP Communication called for market-driven initiatives on streamlining
FRAND licensing and dispute settlement and also set up an expert group on FRAND licensing
with an advisory function for the EC’s further initiatives (hereinafter, the “Expert Group™).2%?
All in all, by the end of the Juncker Presidency, the Commission was gaining trust as a balanced
and informed policymaker committed to better understanding potential problems and willing
to increase transparency in the SEP field. Back then, nobody could have anticipated the
ambitious SEP Regulation Proposal.

5.3. The Consolidation of the Commission’s SEP Licensing Policy: The Early von der Leyen
Presidency of 2019-2022

In terms of research, 2020 marked the end of the Essentiality Pilot Project which assessed the
technical and institutional feasibility of performing large-scale essentiality checks of patents.
The initiative produced two companion reports. The primary report concluded that an
essentiality assessment system would be technically and institutionally feasible, although at a
realistic cost of between €5,000 to 10,000 per patent assessed.?% It also identified nine
scenarios for establishing such a large-scale essentiality assessment system, ranging from
voluntary to compulsory schemes and diverging in the nature and scope of SEP information
provided.?** Besides insights on essentiality assessment methods, common recommendations
for developing any such scenario were to seek the endorsement and trust of all standardisation

199 Communication from the Commission to the European Parliament, the Council, the European Economic and
Social Committee - Setting out the EU approach to Standard Essential Patents COM(2017) 712 final.

200 Communication from the Commission to the European Parliament, the Council, the European Economic and
Social Committee - Setting out the EU approach to Standard Essential Patents COM(2017) 712 final, 3-5.

201 Communication from the Commission to the European Parliament, the Council, the European Economic and
Social Committee - Setting out the EU approach to Standard Essential Patents COM(2017) 712 final, 6-7.

202 Communication from the Commission to the European Parliament, the Council, the European Economic and
Social Committee - Setting out the EU approach to Standard Essential Patents COM(2017) 712 final, 8.

203 Rudi Bekkers and others, Pilot Study for Essentiality Assessment of Standard Essential Patents (2020)
<https://publications.jrc.ec.europa.cu/repository/handle/JRC119894>, 15 and 19-21.

204 Rudi Bekkers and others, Pilot Study for Essentiality Assessment of Standard Essential Patents (2020), 17-
19.
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stakeholders, account for their business model divergences, favour SMEs, and rely on a self-

funding mechanism where all stakeholders contribute.?’?

The secondary report provided a landscape analysis of patents disclosed to ETSI and compared
these to other patents in terms of technical merit and economic returns generated.?’® The study
showed that SDOs’ databases, like the ETSI one, can bring clarity on SEP exposure, albeit after
significant resource-intensive data cleaning. Further, static data coming from SDOs’ databases
would, in any case, be subject to important limitations, such as that SEP ownership might have
changed, self-declared essentiality might not correspond to true essentiality, SEPs might not
be enforceable, or they might relate to optional features within a standard.?®’

At the policy development level, building on the public feedback received on a general
roadmap for EU IP policies,?®® the 2020 IP Action Plan set the key actions of the von der Leyen
Commission in the SEP field within the broader policy framework of facilitating access and
sharing of IP-protected assets.?’” Specifically, it acknowledged that industry-led initiatives for
a clearer and more predictable SEP licensing framework needed further facilitation since they
did not materialise as expected following the 2017 SEP Communication. Apart from the growth
of several SEP and FRAND intelligence providers and the launch of a few loT-specific patent
pools, SDOs’ constituencies did not answer the call for improved SEP declarations, refined
databases and stronger essentiality scrutiny. For the first time, the Commission put forward
possible regulatory reforms complementary to still lacking market-based responses in
improving SEP declarations, licensing and enforcement. Together with the announced change
of pace from soft and advocacy-based action to more intrusive intervention, it mentioned
cautiously just the creation of an essentiality-check system in line with the result of the
Essentiality Pilot Project.

The Expert Group took to heart the IP Action Plan’s thirst for more policy measures. In 2021,
the fifteen members of the Expert Group delivered their report examining the challenges and
possible solutions of SEP licensing and valuation in the IoT.2!° The group failed to reach a

205 Fyrthermore, the report recommended outsourcing actual assessments to existing organisations, such as
patent offices and law firms, subject to certification and oversight by a small supervising body; see Rudi
Bekkers and others, Pilot Study for Essentiality Assessment of Standard Essential Patents (2020), 20.

206 Rudi Bekkers and others, Landscape Study of Potentially Essential Patents Disclosed to ETSI (2020)
<https://op.europa.eu/en/publication-detail/-/publication/2fe4a29d-2d3d-11eb-b27b-01aa75ed71al/language-
en>.

207 Finally, ETSI SEPs were found to be of higher economic and technical value than suitable control patents,
although leaving it open whether the higher value depends on the inclusion into ETSI standards or whether these
latter rely on the better-quality patents; Rudi Bekkers and others, Landscape Study of Potentially Essential
Patents Disclosed to ETSI (2020), 55 and 60.

208 See the Roadmap to the IP Action Plan <https:/ec.europa.cu/info/law/better-regulation/have-your-
say/initiatives/12510-Intellectual-property-action-plan_en>.

209 Communication from the Commission to the European Parliament, the Council, the European Economic and
Social Committee and the Committee of the Regions - Making the most of the EU’s innovative potential - An
intellectual property action plan to support the EU’s recovery and resilience COM(2020) 760 final, 12-13.

210 Formally, the Expert Group is still active, see the relevant page of the Register of Commission Expert
Groups <https://ec.europa.cu/transparency/expert-groups-register/screen/expert-
groups/consult?lang=en&grouplD=3600>; Justus Baron and others, Group of Experts on Licensing and
Valuation of Standard Essential Patents ‘SEP Expert Group’ (E03600) Contribution to the Debate on SEPs
(2021) <https://ec.europa.cu/docsroom/documents/45217>.
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consensus on how SEP licensing markets should evolve, but their Report contained over thirty
main policy proposals, with further sub-proposals, none of which all members fully endorsed.
Two main trends characterise the polarised proposals, one more conservative and the other
more progressive compared to the then already clear Commission’s commitment to increase
transparency.?!! The conservative trend pursued the move towards greater clarity on the SEP
landscape, such as by improving SEP declaration obligations and enriching SDOs’ databases
but also implementing the results of the Essentiality Pilot Project. The progressive trend
advanced greater collective industry actions, such as agreeing on aggregate royalty rates for a
standard for different product categories, on the levels in the supply chains for licensing SEPs,
and on the fostering of patent pools and implementer licensing platforms.

Between December 2020 and May 2021, DG GROW organised a series of five SEP-related
public webinars hosting expert speakers from a diverse range of stakeholders, such as SEP
holders, implementers, pool administrators, judges, alternative dispute resolution adjudicators,
SDOs and patent offices.?!? The webinars, as an alternative format of stakeholder engagement,
focused on the result of the Pilot Project, options to increase SEP transparency, FRAND
licensing and valuation practices, patent pools’ functioning, and SEP enforcement. These
webinars allowed the audience to grasp the Commission’s SEP policy plans, while the
Commission could gather market insights insofar as the webinar format allowed interactive
debates and surveys of participants.

5.4. The Apex of the Commission’s SEP Licensing Policy: in between the von der Leyen
Presidencies

To discuss to what extent the BRF has impacted the legislative history of the SEP Regulation
Proposal, this section focuses on its three final building blocks: the public consultations of 2022
and 2023, the impact assessment studies, and the explanatory memorandum.

5.4.1. Public Consultations: the Broken Record of Implementers v. SEP Holders

After the webinars, the Commission started the impact assessment phase by opening, from
February to May 2022, a call for evidence and related public consultation seeking feedback on
the possibility of pursuing three policies regarding SEP licensing through undetermined
legislative or non-legislative actions.?!3 The first aimed at enhancing SEP transparency such as
by imposing public disclosure requirements and introducing the much-awaited essentiality
checks system. The second concerned the formulation of guidance on various aspects of
FRAND licensing, such as the negotiation process or the appropriate level of licensing in value
chains. The last focused on incentivising alternative dispute resolution to improve the
effectiveness and efficiency of SEP enforcement. In terms of legal basis, the first and last

211 For an early comment, see Igor Nikolic and Niccold Galli, ‘The European Commission Expert Grouop’s
Take on Standard-Essential Patents: A Short Commentary for a Long Report’ in Jarmila Lazikova, Cubica
Rumanovska (eds) EU Intellectual Property: Innovations and Intellectual Property in Various Fields of Human
Life (Slovak University of Agriculture in Nitra, 2021); Igor Nikolic and Niccolo Galli, ‘SEP Expert Group
Report: A Look Into the IoT Future of SEP Licensing’ (2021) CPI IP Columns.

212 See the agendas, presentations and summaries of the webinars here <https://single-market-
economy.ec.europa.eu/events/webinar-series-standard-essential-patents-2020-12-02_en>.

213 See <https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/13109-Intellectual-property-
new-framework-for-standard-essential-patents_en>.
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actions most likely would have relied on Arts. 114 or 118 TFEU, setting the EU’s competence
to legislate respectively for the harmonisation of the Internal Market or creation of European
IP rights. Instead, the second option would have better matched soft-law guidelines under EU
competition law.2'* The call for evidence also anticipated a subsequent impact assessment to
identify possible evidence gaps or research but also possibly prepare a legislative proposal.?!3

The public consultation elicited seventy-four replies to the questionnaire, whereas the call for
evidence prompted ninety-six valid feedback instances given that sixty-one were removed as
inappropriate due to the abusiveness,?!® irrelevance or unlawfulness of the comments.?!” At a
closer look, comments by civil society lack relevance due to lack of awareness of the issues in
highly technical areas such as SEPs. Rather, the process is driven by two opposed and well-
organised corporate stakeholder groups who provide the most pertinent and detailed feedback.
The inputs are currently available for consultation together with statistics and a factual
summary, which are expanded in Annexes 2 and 9 of the Impact Assessment Report.?!®
Unsurprisingly, the questionnaire responses confirmed stakeholders’ polarisation between
implementers, complaining about hold-up, and SEP holders, complaining about hold-out.?!
Similarly, the detailed feedback saw the SEP holders’ side contesting the need for any
intervention in the SEP licensing industry and questioning the empirical understanding of the
alleged licensing problems, while the implementers’ side supported almost any regulatory
intervention.?%’

In this feud, the Commission could rely on the following very limited conclusive results. A
general consensus emerged that SEP licensing negotiation is a resource-intensive and long
process that usually starts between two to three years after the standard publication, either upon
SEP holders’ or implementers’ initiative. This delay is necessary to better assess the value
brought by the standard to implementing products. Once initiated, the negotiation can last for
a further average of three years before the closure of a licence.??! Importantly, litigation occurs

24 DG GROW, Call for Evidence for an Impact Assessment Ref. Ares(2022)1076263 — 14 February 2022, 3.
215 See also the implementation table of the 2020 IP Action Plan <https:/single-market-
economy.ec.europa.eu/industry/strategy/intellectual-property/intellectual-property-action-plan-
implementation_en>.

216 See the feedback here <https://ec.curopa.cu/info/law/better-regulation/have-your-say/initiatives/13109-
Intellectual-property-new-framework-for-standard-essential-patents/feedback _en?p id=28414115>.

217 See the public consultation page here <https://ec.curopa.cu/info/law/better-regulation/have-your-
say/initiatives/13109-Intellectual-property-new-framework-for-standard-essential-patents/public-
consultation_en>.

218 European Commission, Commission Staff Working Document, Impact Assessment Report accompanying the
document Proposal for a Regulation of the European Parliament and of the Council on standard essential patents
and amending Regulation (EU) 2017/1001) SWD(2023) 123 final (hereinafter ‘SEP Regulation Impact
Assessment Report”), 63-73 and 150-259.

219 DG GROW, Factual Summary of the Open Public Consultations on the Standard Essential Patents Ref.
Ares(2022)4420492, 15 June 2022, 3.

220 Among the supporters, see the feedback by the Fair Standards Alliance gathering implementers
<https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/13109-Intellectual-property-new-
framework-for-standard-essential-patents/F3257461 en>; among the critics, see the feedback by 4iP Council
gathering SEP holders <https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/13109-
Intellectual-property-new-framework-for-standard-essential-patents/F3254990 en>.

221 GROW, Factual Summary of the Open Public Consultations on the Standard Essential Patents Ref.
Ares(2022)4420492, 15 June 2022, 3-4.
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in the minority of licensing negotiations but significantly amplifies the costs and delays
associated with concluding SEP licences.???

Most respondents lamented the lack of transparency on SEP exposure and FRAND royalties
but also the complexity of divergent national case laws and the risk of forum shopping. The
majority, and essentially all implementers, endorsed a system of essentiality checks under the
purview of the European Patent Office in line with the Essentiality Pilot Project.??* There was
some controversy on the meaning of FRAND, particularly on whether SEP holders can refuse
a licence to requesting implementers and whether they can choose where to license in the value
chain. Most respondents supported that actual FRAND terms might depend on the functionality
of the implementing product or the level of licensing. They also agreed that the non-
discriminatory requirement is soft-edged, although SEP holders and implementers disagreed
on the discrimination risk of discounts.

After the general public consultation, the EC conducted a targeted SME survey at the end of
2022, receiving thirty-nine responses. The results, presented in Annex 8.3 of the Impact
Assessment Report,?** essentially highlight the limitations of the SEP licensing system for
resource-constrained businesses, whether SEP licensors or implementers. To be a SEP holder,
firms undertake long-term investments that are not within everyone’s reach, especially
SMEs.?% Instead, implementer SMEs, especially in novel IoT sectors, have an even weaker
bargaining position in SEP licensing negotiations than large implementers and established
licensees, due to more significant information asymmetries, lack of technical expertise and
financial capabilities.??

After the impact assessment, the EC held a second public consultation between April and
August 2023 to get feedback on the published SEP Regulation Proposal.??’ The seventy-eight
valid responses are polarised as expected. The EC did not provide a factual summary or
synopsis report, but just some statistics on the respondents’ affiliation and nationality. Making
our own analysis, we assess that about 49% of the submissions can be considered as overall
against, especially by SEP holders, both vertically integrated ones and net SEP-licensors, patent
pools, academic institutions and patent attorneys.??® About 46% are favourable comments,

222 GROW, Factual Summary of the Open Public Consultations on the Standard Essential Patents Ref.
Ares(2022)4420492, 15 June 2022, 5.

223 GROW, Factual Summary of the Open Public Consultations on the Standard Essential Patents Ref.
Ares(2022)4420492, 15 June 2022, 5

224 SEP Regulation Impact Assessment Report, 133-149.

225 These include conducting R&D, patenting the results, contributing these to SDOs, negotiating SEP licenses,
and potentially litigating against hold-out in several jurisdictions; see SEP Regulation Impact Assessment
Report, 144-148.

226 SEP Regulation Impact Assessment Report, 137-140.

227 See the submitted feedback here <https://ec.curopa.cu/info/law/better-regulation/have-your-
say/initiatives/13109-Intellectual-property-new-framework-for-standard-essential-
patents/feedback en?p id=32054345 >,

228 The overall against submissions include those by: 4iP Council, Adam Mossoff, AFNOR, AIPLA, Avanci,
Bowman Heiden/CIP, Canon, EUI Centre for a Digital Society, CEN/CENELC, David Cohen, Dolby Lab,
EARTO, ECIPE, EPI, EPLAW, Ericssonj, Former US Officials, Fraunhofer, George Mason University Global
Antitrust Institute, Mercatus Center, GovStart Consultancy, Hudson Institute, InterDigital, International Centre
for Law & Economics, IP Europe, IpTimise, Keith Mallinson, LES Italy, Lori Pressman, Nokia, NTT
DOCOMO, Panasonic, Philips, Qualcomm, Siemens, Sisvel, USC Gould School of Law.
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coming from implementers, particularly from the automotive and smart meter manufacturers,
the open-source software community and individual SEP experts.??’ Four residual responses
remained mostly neutral.3° The supporters praised more balanced negotiations, increased legal
certainty and predictability, encouraged follow-on innovation, efficient dispute resolution,
EU’s industrial policy interests, fairness in the value chains and the pro-SMEs treatment. The
opponents contested the lack of EU legal basis, poor empirical support, too broad scope of
application, inconsistency with other EU economic and trade policies, unbalance against SEP
holders, unnecessary and rigid bureaucracy, redundancy vis-a-vis existing institutions and
market-based solutions, uncertain extra-territorial impact, and too much leeway for
implementing and delegated legislation by the EC.

Formally, the SEP Regulation stakeholder engagement complied with the BRF since both
general and targeted SME consultations were conducted, gathering input from the expected
limited number of informed expert stakeholders on both the impact assessment and the
legislative proposal. Also, both concise and detailed summaries of the impact assessment
stakeholder consultation were published respectively as Annexes 2 and 9 of the Impact
Assessment Report.?*! However, on the merits, the EC deviated from the BRG since its
synopsis report did not explain why “certain suggestions have not been taken up” in the
legislative proposal.?*? In terms of accountability, it is unclear how the 2022 inputs have been
weighted in the decision-making that led to the 2023 proposal. Indeed, not just the inputs
contradicting direct regulatory actions but also the supportive ones never went as far as to
subject enforcement of any SEP to their mandatory preliminary recordal in a new register.

5.4.2. Impact Assessment Studies: Mismatch Between Expert Studies and Policy Agenda

Besides the stakeholder consultations, the impact assessment also relied on two commissioned
expert studies: an empirical assessment of potential challenges in SEP licensing (the so-called
“Problem Assessment Study”)?** and an impact assessment study on policy options for an
essentiality checks system (the so-called “Impact Assessment Study”).?* The Impact
Assessment Report gathers all inputs and motivates the policy choice of advancing the SEP
Regulation Proposal.?*

229 The overall favourable submissions include those by: ACEA, ACT/The App Association, AICIPI, Apple,
Aqua Farecogaz, Auto Innovators, BDPA, BEVH, BMW, CLEPA, Continental, Jorge Contreras, Czech
Chamber of Commerce, Daimler, Dell, End Software Patents, ESMIG, FIEV, Free Software Foundation, Fair
Standards Alliance, GRUR, IDEMIA, Ingenico, JAMA, Jim Beveridge Innovators Network Foundation,
Microsoft, Open Source Initiative, PFA, Public Interest Patent Law Institute, Ruud Peters, Software Systems
Research, Stellantis, VDA, Vestel, Volkswagen.

230 The overall neutral submissions include those by ETSI, ZVEI German Association of Electrical and Digital
Industry, DVB and FEMIPI.

231 SEP Regulation Impact Assessment Report, 63ff and 1491f.

232 BRG, para 5.3.1.

233 Justus Baron and others, Economic Impact Assessment on Standard Essential Patents (SEPs) — Support Study
(2023) <https://op.europa.cu/en/publication-detail/-/publication/02013971-¢7cd-11ed-a05¢c-
Olaa75ed71al/language-en>.

234 Justus Baron, Essentially Checks for Potential SEPs — Framework for Assessing the Impact of Different
Policy Options (2023) <https://op.europa.eu/en/publication-detail/-/publication/c0b4b92e-e57f-11ed-a05¢c-
Olaa75ed71al/language-en>.

235 SEP Regulation Impact Assessment Report.
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The Problem Assessment Study gathered empirical estimates on both the complexity features
of SEP licensing and its descending potential problems. The complexity features encompassed
the increasing number of standards and SEPs fragmented between an increasing number of
owners, increasing number of standard implementations and implementers, discrepancies
between SDOs’ IPR policies,?**uncertainty on standard-essentiality and patent validity,’
disagreement on the abstract FRAND concept and its concrete application,?*® and the mismatch
between global SEP licensing and country-by-country parallel patent litigation. 2> The
potential problems examined ranged from inefficiencies in SEP licensing such as transaction

241

costs and delays,?** the extent and causes of under-licensing SEPs?*! and the risk of derailment

of the standardisation system due to inefficient SEP licensing.?*?

Acknowledging the data limitations, above all the unobservability of many aspects of SEP
licensing and the idiosyncrasy of the publicly available SEP licensing information, the Problem
Assessment Study finds evidence of complexities but is less conclusive on the challenges.?*
True, SEP licensing negotiations are expensive and last, on average, about three years. These
costs and delays are even significantly exacerbated in the limited SEP litigation, which is
decreasing in the EU but relatively more likely and complex than for other patents.?** However,
such negotiation challenges affect both SEP licensors and implementers, with two fundamental
caveats.

On the one hand, the burden of enforcement rests on SEP holders. In other words, it is up to
SEP holders to inhibit SEP infringement through litigation, while implementers need no
authorisation to implement standards and can free-ride by simply ignoring licensing requests
(i.e., hold-out). On the other hand, each SEP holder benefits from a lack of inter-technology
competition since many standards have no alternatives, and information asymmetries about its
portfolio’s value that it can exploit in multiple bilateral negotiations and litigation (i.e., hold-
up). Instead, each implementer is likely locked into widely used standards without available
alternatives and has, at best, comparative information about other licensors or older information
about renewing licensors. This shows how crucial is the Huawei/ZTE doctrine in balancing the
two opposing sides, particularly in allowing injunctive relief if implementers keep holding-out

236 Justus Baron and others, Economic Impact Assessment on Standard Essential Patents (SEPs) — Support Study
(2023), 14-23.

237 Justus Baron and others, Economic Impact Assessment on Standard Essential Patents (SEPs) — Support Study
(2023), 24-48.

238 Justus Baron and others, Economic Impact Assessment on Standard Essential Patents (SEPs) — Support Study
(2023), 49-79.

239 Justus Baron and others, Economic Impact Assessment on Standard Essential Patents (SEPs) — Support Study
(2023), 80-106.

240 Justus Baron and others, Economic Impact Assessment on Standard Essential Patents (SEPs) — Support Study
(2023), 107-156.

241 Justus Baron and others, Economic Impact Assessment on Standard Essential Patents (SEPs) — Support Study
(2023), 157-163.

242 Justus Baron and others, Economic Impact Assessment on Standard Essential Patents (SEPs) — Support Study
(2023), 164-184.

243 Justus Baron and others, Economic Impact Assessment on Standard Essential Patents (SEPs) — Support Study
(2023), 185.

244 Justus Baron and others, Economic Impact Assessment on Standard Essential Patents (SEPs) — Support Study
(2023), 108-111.
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after dominant SEP holders remove the information asymmetry and eliminate their strategic
advantage.

The Impact Assessment Study analysed the direct and indirect potential costs and benefits of
three policy options to create an essentiality checks system under the EUIPO. The three
alternatives ranged from the two extremes of checking either just a limited number (maximum
50 for company) of self-selected SEPs per portfolio or all SEPs, while the middle option
foresaw the assessment of random samples of registered SEPs.?* The most controversial
assumption of the study is that either policy would keep intact the bargaining positions between
SEP licensors and licensees; that is, it would not change the aggregate level of royalties paid.?*¢

Although all policies set new administrative burdens on SEP holders, these are assumed to be
compensated by a presumption of essentiality for positively checked SEPs (i.e., confirmed
SEPs) that should increase their economic and legal value. Also, the scope of all policies is
conceived as forward-looking, impacting new standards and new implementations of recent
standards at the time of their entry into force.?*’ Impact-wise, the study finds that the broader
the policy alternative, the higher the costs and the larger the transparency effects. That is to say,
the most expensive policy of checking all SEPs is also likely to produce the most information
which, according to the study's conclusions, does not necessarily improve the economic
efficiency of SEP licensing.?*8 Rather, the study expresses a cautious preference for a system
of essentiality checks that combines the first and last options while not fragmenting global SEP
licensing negotiations, carving out an EU-specific regime.?*

Interestingly, the SEP Regulation Proposal went beyond the analysed policy options in several
respects. First, it extended the scope to already established standards and implementations.
Second, it foresaw a much higher number of essentiality checks upon request by both SEP
holders and implementers. Finally, it precluded enforcement of non-registered SEPs against
the relevant standard implementation. Instead, the study envisaged that non-confirmed SEPs
could not be asserted as SEPs in EU courts: that is to say that SEP holders may only rely on a
rebuttable presumption of SEP infringement descending from the implementer’s evident use
of a standard just for registered and confirmed SEPs.?** Non-confirmed SEPs would have

245 Justus Baron, Essentially Checks for Potential SEPs — Framework for Assessing the Impact of Different
Policy Options (2023), 12.

246 Justus Baron, Essentially Checks for Potential SEPs — Framework for Assessing the Impact of Different
Policy Options (2023), 10.

247 Justus Baron, Essentially Checks for Potential SEPs — Framework for Assessing the Impact of Different
Policy Options (2023), 11.

248 Justus Baron, Essentially Checks for Potential SEPs — Framework for Assessing the Impact of Different
Policy Options (2023), 87-88.

249 This compromise would foresee checks on small numbers of SEPs selected by their owners plus a small
number of random checks, always allowing for a second instance review of the assessment outcomes in order to
increase reliability and consistency of information. Self-initiated checks could simplify technical negotiations
and reduce the need for litigating already assessed issues, while the random checks allow to generalise statistical
estimates of essentiality-rates per standard and per SEP holder; Justus Baron, Essentially Checks for Potential
SEPs — Framework for Assessing the Impact of Different Policy Options (2023), 86-88.

250 Justus Baron, Essentially Checks for Potential SEPs — Framework for Assessing the Impact of Different
Policy Options (2023), 11-12.
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remained enforceable as usual, subject to the ordinary burden of proof of standard-essentiality
and infringement.

The above preliminary impact assessment activities form the basis of the Impact Assessment
Report published in sync with the SEP regulation proposal. The needs for regulatory
intervention are considered to be inefficiencies in SEP licensing due to the insufficient
transparency on SEP ownership, essentiality and FRAND prices, complicating business
planning,?! but also inappropriate dispute settlement mechanisms. Such inefficiencies would
reduce all stakeholders’ ability to innovate and compete on an equal footing, and would
undermine standards and technology diffusion.?*? Since the market would be unlikely to act on
its own to solve these problems, apart from limited activity by patent pools, and against the risk
of fragmentation by Member States’ legislations, the EU policymakers would be left with no
other option other than to intervene with a regulation.?>3 Further assumptions are that SEPs
have high prices?* and that the ToT will bring more disagreement on FRAND because SEP

holders are no longer vertically integrated implementers.?>

Against this background, the regulation would help national and UPC courts handle SEP
disputes, diminish forum shopping in the EU, and reduce uncertainties on SEP exposure,
lowering transaction costs for all stakeholders.?>® The assessed measures focus on providing
information on SEP ownership and essentiality, procedures to establish individual and
aggregate FRAND royalties, and facilitating dispute resolution.?>” The policy options are
constructed following an incremental approach from the least to the most ambitious. Openly,
any intervention would add burdens mostly for SEP holders but wouldl save overall costs for
all stakeholders and Member States.?>® The first option, or rather module, was to provide soft-
law guidance on FRAND licensing such as competition guidelines reflecting legal and market
developments, with specific favourable measures for SMEs, under the auspices of an EUIPO
Competence Centre.?>® The second module would add a SEP register with essentiality checks,
where registration is mandatory for enforcement purposes.?®® This second module is recognised
to be the main cost component of the whole intervention and to burden mainly SEP holders.?¢!
The third module would set a bilateral FRAND conciliation, precluding court enforcement until
its outcome.?%? The fourth module establishes FRAND royalty determination processes to
determine aggregate royalties, either voluntary by SEP holders’ consensus or recommended by
independent conciliators.?®> The last module would constitute a SEP clearing house, making

251 SEP Regulation Impact Assessment Report, 17.
252 SEP Regulation Impact Assessment Report, 11.
253 SEP Regulation Impact Assessment Report, 29.
254 SEP Regulation Impact Assessment Report, 14.
255 SEP Regulation Impact Assessment Report, 15.
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262 SEP Regulation Impact Assessment Report, 32.
263 SEP Regulation Impact Assessment Report, 33.
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the EUIPO similar to a collective management organisation for SEPs that intermediates
standard-wide licences between implementers and SEP holders.?%

Contrary to the BRF, the assessment is not of different alternative policy options and their
respective impacts but of different but complementary policy options and their cumulative
impact. The impression when analysing the Impact Assessment Report is that the Commission
writes the forward-looking impact assessment after it already has the SEP Regulation Proposal
at hand and pictures all but the last measure as reasonable ones. All such options expand much
more limited and not unanimous proposals advanced in the SEP Expert Group Report.
Furthermore, the third to fifth modules were not anticipated by the 2022 Call for Evidence.?%®
Unsurprisingly, the impact assessment endorses all but the last option,?%® which is deemed as
disproportionate. It quantifies a distribution of benefits mostly in favour of SEP implementers,
while most of the costs burden SEP holders, mainly due to SEP registration and essentiality
checks. Even considering the estimated benefits for SEP holders, the initiative has a net
negative effect focused on Finnish, Swedish and Luxembourg companies, these likely being
the most prominent European cellular SEP licensors that are Nokia, Ericsson, and Sisvel.?¢

DG GROW submitted a draft Impact Assessment Report to the RSB on 20 February 2023, i.e.,
about two months before advancing the proposal and publishing the accompanying final Impact
Assessment Report. Differently from the Al Act and DMA, the RSB approved the impact
assessment on the first try, just two days after the only meeting with the lead DG on 17 March
2024, subject to minor comments.?®® Despite framing the initiative as ‘strengthening the
existing SEP licensing system in the EU’, the RSB understood the policy context as mostly
harming implementers.?® In this sense, it mentioned a lack of transparency on SEP ownership,
uncertainty over standard-essentiality, unclear SEP prices and inefficient dispute resolution.?”°
Moreover, it made four recommendations on the draft report, essentially highlighting a
superficial analysis of SMEs’ issues, a too-aggregated estimation of costs, insufficient analysis
of the relationship with other EU IP initiatives, and lack of reasons for choosing the EUIPO as

a responsible body.?"!

Annex 1 of the final report on procedural policy-making information acknowledges that the
final version addressed the first two RSB’s recommendations, adding emphasis on the policy
impact on SMEs and providing a more granular estimate of costs.?’? Since the draft report is
not published, we can only infer whether the Commission followed the other two

264 SEP Regulation Impact Assessment Report, 33-34.

265 SEP Regulation Impact Assessment Report, 37.

266 SEP Regulation Impact Assessment Report, 57.

267 SEP Regulation Impact Assessment Report, 58.
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recommendations with reference to the final report. In this sense, the choice of entrusting the
SEP competence centre to the EUIPO found proper motivations in Annex 6.6. Essentially, the
other candidates (i.e., the EPO and SDOs) were considered less suitable not on grounds of

technical expertise but essentially because they are not part of the EU legal system.?”

The final report is quite superficial in analysing the relationship between SEPs and other EU
IP policies. It mentions cursorily the coherence with the Supplementary Protection Certificates
and Compulsory Licensing proposals,?’* which is reasonable since these other pieces of the
2020 IP Action Plan are unrelated to SEP licensing. However, the report largely ignores the
Unitary Patent and related Unified Patent Court coming into effect shortly after its
publication.?’> This omission is a real elephant in the room since the new unitary patent system
radically affects the efficiency of patent prosecution and dispute resolution in Europe. A SEP
family can now comprise a highly valued Unitary Patent that is valid in eighteen Member States.
Further, SEP disputes involving Unitary Patents or European Patents not opted out can now be
brought before the Unified Patent Court, with a dedicated Patent Mediation and Arbitration
Centre. The new system now provides a one-stop-shop venue for obtaining remedies against
infringement or invalidating patents with an almost Pan-European effect. Therefore, the impact
assessment should have addressed any complementarities and overlaps of the envisaged SEP
policy measures with the unitary patent system, which by design tackles the perceived problem
of inconsistent national patent rulings, also for SEPs.

5.4.3. Explanatory Memorandum: No Remorse For Past Mistakes

The Commission attached a fourteen-page Explanatory Memorandum to the SEP Regulation
Proposal.?’® Similarly to the DMA case, the Memorandum is essentially a summary of the
Impact Assessment, since it describes the context of the problems that the Commission aims to
tackle, 2”7 presents the four complementary policy modules endorsed and the final one
discarded,?’® and shortly explains how the regulation would have been fully self-funded in
terms of budgetary implications.?”

In terms of legal basis, the Memorandum framed the proposal under Art. 114 TFEU as
removing obstacles to the proper functioning of the EU internal market. In particular, directly
applicable regulation would be needed to increase SEP transparency and legal certainty with
the objective of easing negotiations of SEP licences and reducing inconsistent dispute
resolution in the EU.?%° The internal market harmonisation measure was also deemed as
compliant with the EU principles of subsidiarity and proportionality. According to the
document, the EU regulation would be needed to reflect the transnational nature of SEP

273 SEP Regulation Impact Assessment Report, 95-96.

274 SEP Regulation Impact Assessment Report, 57, 6 and 29.

275 Regulation (EU) No 1257/2012 of the European Parliament and of the Council of 17 December 2012
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licensing and exclude fragmentation, inefficiencies and forum shopping risk of Member States’
piecemeal interventions.?®! Allegedly, it would also be proportional in achieving its goals since
the EU action instead of national ones would save costs for Member States and stakeholders,
“in particular SEP holders”.??

While the conclusion on subsidiarity can be shared, since national SEP laws, although unlikely,
would add undue fragmentation and inefficiencies to an already very complex market, the
reasoning on proportionality is more controversial. Indeed, the arguments presented highlight
just the EU-added value and not the proportionality of the proposal, replicating almost verbatim
the answer to question 2.4 of the Subsidiarity Grid.?** They leave unclear the suitability and
necessity of the intervention to achieve the regulatory goals (i.e., proportionality in the broad
sense). They also neglect how the EU measure would not impose burdens on SEP holders that
are excessive in relation to the regulatory objective (i.e., proportionality in the narrow sense).
Overall, the Explanatory Memorandum formally complies with the requirements of the BRF,
but on the merits, it suffers from the same deficiencies as the Impact Assessment Report.

281 Supra, SEP Regulation Proposal, Explanatory Memorandum, section 2, p 5.
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6. Conclusions

The study has analysed whether and to what extent the EC has complied with the BRF
guidelines in elaborating the legislative proposals of the Al Act, DMA and SEP Regulation
(see Annex 1. Better Regulation Framework - Evaluation Table). The three legislations are
paradigmatic examples of the EU's attempt to ‘regulate’ the digital economy to foster
fundamental rights, competition and innovation. In particular, it is worth mentioning that the
three legislations were all proposed during the first von der Leyen Commission. However,
while the DMA and the Al Act have been adopted by the Council and the European Parliament,
and they are now binding acts, the Commission decided in February 2025 to withdraw the
proposal for a SEP Regulation. Furthermore, the three legislations also share the same legal
basis — i.e. Art. 114 TFEU. Thus, the EU relies on the legal basis of the internal market to
prevent its Member States from legislating in these domains, avoiding regulatory fragmentation
that would jeopardise the EU internal market. In view of these considerations, the three
legislations represent good case studies to test whether and to what extent the EC has complied
with the Better Regulation Framework in relation to three core legislations within the emerging
EU digital acquis.

The latest version of the BRF guidelines was adopted by the EC in 2021 with the objective of
introducing an evidence-based approach to the Commission's policymaking. In a nutshell, the
Commission would propose a new EU legislation only if supported by clear evidence pointing
to a specific problem, after having heard the views of different stakeholders and after having
compared the costs-benefits of the various policy options. In theory, the BRF represents an
excellent policy-making framework; in practice, the three case studies show that the EC has
not been consistent in applying its own guidelines.

The previous sections have shown that the Commission has organised several public
consultations before proposing the Al Act, the DMA and the SEP Regulation. The Commission
organised both consultations open to the public and targeted consultations among SMEs and
public institutions, such as national competition authorities, and commissioned a number of
expert reports. However, while for the AI Act and the draft SEP Regulation, the Commission
organised a preliminary consultation to gather initial stakeholders’ views about the problems
to be addressed and a new consultation on the final legislative proposal, this practice was not
followed for the DMA proposal. As discussed in Section 4.2, in June 2020, the Commission
organised two public consultations on the Inception Impact Assessment of the New
Competition Tool (NCT) and the Digital Services Act (DSA) package. Nevertheless, the
Commission has never organised a public consultation on the final DMA proposal, published
in December 2020. Even more concerning, the Commission abandoned the NCT proposal
without providing any explanation of its choice, despite a large number of stakeholders
supporting the NCT in the public consultation.

The Commission has also not complied with the BRF guidelines regarding the publication of
the consultation results. First of all, the Commission has not published the factual summary
report after the completion of the public consultation on the AI Act and the SEP Regulation
proposals. Secondly, the Commission has not published any synopsis report for the AI Act or

50



the DMA and the SEP Regulation. As indicated in the BRF guidelines, “beyond the factual
summary, stakeholders should receive adequate and thorough feedback through a synopsis
report, prepared at the end of the consultation activities. It is critical for respondents to know
how, and to what extent, their input has been taken into account and to understand why certain
suggestions have not been taken up (by the Commission).”?84

The publication of the factual summary and the synopsis report is an integral part of the
consultation process, whereby the Commission informs the stakeholders about its
policymaking choices and explains how the feedback collected through the public consultation
has been relied on by the Commission in elaborating the legislative proposal. The lack of
compliance with these best practices represents a significant departure from the BRF on the
part of the Commission.

The Impact Assessment is another area where the Commission has not always been consistent
with the Better Regulation Framework. In the document, the Commission should provide
empirical evidence to identify a problem that the legislative proposal should address, identify
different policy options aiming at solving such proposal, and assess the costs v. benefits of each
option for various groups of stakeholders. The limits of the Impact Assessments have been
identified by the RSB, which initially rejected both the DMA and AI Act Impact Assessments.
In relation to the DMA, for instance, the RSB noticed that the Commission did not provide
sufficient evidence in the selection of the Core Platform Services. Secondly, the Commission
did not quantify costs and benefits for each policy option, but only for the DMA ‘preferred
option’. In this regard, both in the Impact Assessment of the DMA and of the SEP Regulation,
the Commission identified a couple of ‘extreme’ options; in both cases, it concluded that the
‘mid-way’ proposal was the preferred one. In other words, the preferred policy option looked
pre-determined: the Commission selected one option because the other ones were clearly
unsuitable to achieve the policy goals, rather than due to empirical evidence which
comparatively showed that the preferred option generated more benefits and less costs in
comparison to the excluded options. With regard to the AI Act, the Inception Impact
Assessment received a negative opinion from the RSB due to the lack of explanation on how
the regulatory proposal would impact other EU legislative initiatives, a lack of an in-depth
discussion about the different policy options and their comparison and a lack of discussion on
the economic costs of the regulatory categories. Finally, even when the result of the
resubmission was positive, the RSB stated that the evidence-gathering in terms of economic
costs could be further improved.

Limits in the application of the BRF have also been identified in the Explanatory Memorandum
— i.e. the document attached to the EC legislative proposal. First of all, the Explanatory
Memorandum attached to the SEP Regulation did not clearly explain how the proposal
complied with the general EU principle of proportionality. Secondly, it did not include any
summary of the experts’ opinions on the legislative proposal, which also happened with the
Explanatory Memorandum of the AI Act. Finally, neither the Explanatory Memorandum of the

284 Supra, BRF Guidelines, section 5.3.1.
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Al Act nor the SEP Regulation proposals included a summary of the opinion of RSB on the
Impact Assessments.

These kinds of criticism are not entirely new; the limitations inherent in the Impact Assessment
exercise have been recognised in prior analyses as well: due to lack of empirical evidence, the
Commission often follows the BRF framework ‘to check boxes’ rather than trying to develop
real evidence-based policy options.?® The three case studies confirm this view and provide
new empirical evidence in this regard.

The BREF is still a relatively ‘new’ framework (i.e. it was launched by the Commission before
the COVID pandemic), but it should already be updated. First of all, the BRF only binds the
Commission, not the Council and the European Parliament. The two co-legislators have never
adopted internal guidelines to implement the 2016 Inter-Institutional Agreement.?8¢ In an ideal
world, a public consultation and an Impact Assessment would also be carried out before a new
EU Regulation is adopted by the Council and the Parliament, not only before the release of a
new proposal by the Commission. Secondly, the BRF general principle ‘one-in-one-out' has
not been followed by the Commission. The three Regulations discussed in the present study
show a substantial enlargement of the EU regulatory framework, which could have a negative
impact for firms’ productivity,?®” and affect legal certainty for market operators. Finally, the
recent ‘withdrawal’ by the Commission of the SEP Regulation proposal also shows the limits
of the BRF: in the press release, the Commission did not elaborate on the reasons for its
decision to withdraw the legislative proposal, offering only the cryptic explanation of “no
foreseeable agreement”.?%® In this regard, it is worth mentioning that the BRF does not require
the Commission to state the reasons why it decided to withdraw a legislative proposal.
Therefore, not only should the Commission follow the BRF more closely in its policy-making
practices, but the Better Regulation Framework should also be updated and its scope should be
expanded.
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Annex 1. Better Regulation Framework - Evaluation Table

Public consultation

Mandatory public consultation
for impact assessment open for at
least 12 weeks

Mandatory public consultation on
legislative proposal open for at
least 12 weeks

Consultation should clearly
indicate the problem to be tackled

Consultation should offer
different policy options

Public or target consultation

Commission publishes a factual
summary of the answers to the
public consultation

AT Act
NO: Consultation for Inception
Impact Assessment lasted 49
days

YES

YES for the 2020 White Paper
consultation, NO for the
Inception Impact Assessment
consultation and and the 2021
public consultation on the
proposed regulation

YES for the 2020 Public
Consultation, NO for the 2021
public consultation on the
proposed regulation

Public consultation

YES for the 2020 White Paper
consultation and the Inception
Impact Assessment consultation
(Annex II Impact Assessment),
NO for the 2021 public
consultation on the proposed
regulation

DMA
YES

NO: Commission carried out a
pulic consultation only on the
DMA-DSA Inception Impact
Assessment report, not on the
legislative proposal

YES

YES

Public consultation

YES
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SEP Regulation Proposal
YES

YES

YES for the 2022 Public
Consultation, NO for the 2023
public consultation on the
proposed regulation

YES for the 2022 Public
Consultation, NO for the 2023
public consultation on the
proposed regulation

Public consultations and targeted
SME survey

YES for the 2022 Public
Consultation, NO for the 2023
public consultation on the
proposed regulation



Commission publishes a synopsis [EN@]
report

NO: Commission did not explain
why NCT proposal was
abandoned

YES for the 2022 Public
Consultation, NO for the 2023
public consultation on the
proposed regulation

Impact Assessment Report Al Act SEP Regulation Proposal

Impact assessment compulsory
for Commission initiatives which
have significant economic or
social impact

Impact assessment should specify [R@a]
the problem to be tackled by EU
initiative

Impact assessment report should
indicate the available policy
options for the co-legislators,

compared in terms of

NO for the Inception Impact
Assessment (options yes but no
comparison)

effectiveness, efficiency and
coherence

Impact assessment report should
estimate the costs and benefits of
the EU initiative

Impact assessment should refer
'sistematically’' to stakeholders'
views expressed in the public
consultation

Policy options analysis based on  [SN[6)
evidence (i.e. quantitative data

and scientific findings)

NO for the Inception Impact
Assessment

NO for the Inception Impact
Assessment

YES for the Impact Assessment,

YES for the Impact Assessment,

YES for the Impact Assessment,

YES

YES

NO; lack of benefits assessment
for the different policy options

YES

NO; no clear empirical evidence
on selection Core Platform
Services and DMA obligations
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YES

YES

YES

YES

YES, more or less systematically.

YES/NO, the Commission used
the evidence that supported its
proposal and ignored the rest



Impact assessment report should
specificy 'who' will be affected
by the EU initiative, interms of
costs/benefits

Impact assessment report should
clarify cost/benefits of the EU
initiative on SMEs and
competitiveness

Positive opinion of the
Regulatory Scrutiny Board is
required on every Impact
Assessment

Explanatory Memorandum
attached to the legislative
proposal

Explanatory Memorandum

should explain the preferred legal

basis of the legislative proposal

Explanatory Memorandum
should explain how the proposal
complies with the principle of
subsidiarit

Explanatory Memorandum
should explain how the proposal
complies with the principle of
proportionalit

YES for the Impact Assessment,
NO for the Inception Impact
Assessment

YES for the Impact Assessment,
NO for the Inception Impact
Assessment

YES for the Impact Assessment,

NO for the Inception Impact
Assessment

Al Act

YES

YES

YES

YES

NO; rough estimation of the
benefits

YES; positive RSB opinion,
subject to 'reservations'

DMA

YES

YES

YES
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YES

YES

YES, positive RSB opinion with
four minor recommendations, the
first two followed and
acknowledged in the final report.
The third and fourth
recommendations seem largely
ignored.

SEP Regulation Proposal

YES

YES (there is also an ad hoc
document called "Subsidiarity
Grid", also attached to the
proposal)

Formally YES (on the merits
NO)



Explanatory Memorandum
should summarize the results of
the stakeholders' consultation

Explanatory Memorandum
should include a short summary
of input from external experts on
the legislative proposal
Explanatory Memorandum
should include a summary of the
opinion of the Regulatory
Scrutiny Board on the Impact
Assessment Report

Table edited by the authors.

NO (it just contains an
enumeration of the collection an
use of expertise initiatives but not
their content)

56

NO (it contains just a list of
references to external and internal
studies)




