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surrounding the AI Act and other digital laws is once 
again not merely technical or legal but highly politi-
cal, touching on the core questions of Europe’s eco-
nomic, technological, and democratic future.

With the Omnibus Agenda, the European Commission  
is now seeking to respond to these challenges. The 
initiative spans six thematic packages, ranging from 
sustainability and investment to agriculture, security,  
and industry, and aims to modernize the European 
legal framework by 2030, reduce bureaucracy, and 
eliminate contradictions between existing regula-
tions. The Digital Package, forming part of Omnibus 
IV within this agenda, focuses specifically on simpli-
fying existing digital acts. The goal is to avoid over-
laps and redundancies, harmonize reporting require-
ments, and make the regulatory framework more 
practical. For the first time, key digital laws are being 
jointly reviewed for coherence, clarity, and applica-
bility.

Our new study, “Simplifying” European AI Regula-
tion – An Evidence-based Study, examines what op-
portunities the AI Act itself offers for simplifica-
tion and how these could be implemented in practice. 
Based on 15 semi-structured interviews and a stake-
holder workshop with companies, startups, associa-
tions, and civil society organizations from across Eu-
rope, the study analyzes where the main practical and 
structural hurdles lie and formulates proposed ac-
tions for achieving simplification, coherence, and 
legal certainty without weakening the protective pur-
pose of the law.

In August 2024, the AI Act entered into force as one 
of the European Union’s most recent digital regu-
latory frameworks and has since been moving step 
by step into its implementation phase. Yet even be-
fore the first provisions take full effect, it is becom-
ing clear that implementation in practice faces sig-
nificant hurdles. The development of key standards, 
technical guidelines, and cross-sectoral interpreta-
tions needed for consistent application is progressing 
slowly. In many member states, the establishment  
of national enforcement authorities is delayed, and 
coordination between national and European levels  
remains unclear in several areas. These practical 
challenges not only jeopardize smooth implemen-
tation but also risk fragmentation and inconsistency 
within the European legal space.

At the same time, the debate on the future of Euro-
pean competitiveness and regulation took on a new 
political dimension with the publication of the Draghi 
Report in September 2024. Mario Draghi emphasizes 
that Europe’s economic strength depends on how  
effectively innovation and regulation are aligned. His 
main objective is to streamline and harmonize ex-
isting legal frameworks to create the foundation for 
sustainable competitiveness. A year later, in his re-
flections on the Draghi Report, he highlighted the 
growing strategic importance of digital regulation 
and artificial intelligence, while also pointing to per-
sistent barriers in implementation and enforcement, 
and to the need for more practical and effective ap-
proaches. This debate has also gained urgency with a 
view across the Atlantic and beyond, amid rising geo-
political pressure on Europe to safeguard its digital 
and economic sovereignty. With this, the discussion 

Preface



7

Preface

We welcome feedback and ideas on this publication 
and, above all, look forward to continuing the ex-
change on responsible advancement of European AI 
and digital regulation.

Asena Soydaş
Project Manager

Program on Digitalization and the Common Good

Bertelsmann Stiftung

The authors make clear that simplification does not 
mean deregulation but rather more precise regula-
tion, with clear responsibilities, comprehensible  
requirements, and consistent procedures that 
strengthen trust, efficiency, and competitiveness 
alike.

Our study comes at a decisive moment. On Novem-
ber 19, 2025, the European Commission published its 
Digital Omnibus Regulation Proposal as part of the 
broader Digital Package, which includes the AI Act, 
the Data Act, the General Data Protection Regulation 
(GDPR), and cybersecurity directives such as NIS2. 
The proposal lays the groundwork for the negotia-
tions that are now under way. The European Union 
is at a stage where the guardrails of digital policy are 
being redrawn and where it will be decided whether 
regulation can be simplified without losing clarity, 
protection, and value orientation.

What is decided in the upcoming negotiations on the 
Digital Omnibus Regulation and how it is decided de-
serves close attention. Simplification must not turn 
into a political measure that ultimately weakens trust 
and institutional structures rather than strengthen-
ing them. It requires clear, fair, and practicable rules 
that give European start-ups and SMEs guidance 
while at the same time safeguarding our fundamental  
and digital freedoms and preserving the core of the 
existing European digital regulatory framework, 
which is founded on transparency, fairness, and 
democratic participation. These foundations must  
not be lightly put at risk amid the Digital Omnibus 
discussions.

We thank the authors Prof. Dr. Philipp Hacker, Dr. 
Robert Kilian, and Prof. Dr. Jana Costas for their im-
portant contribution to the European debate on AI 
regulation, and the German AI Association for its 
constructive support and for opening its networks.

Our gratitude also goes to all interview partners and 
participants in the joint workshop from civil soci-
ety, business, and academia, whose perspectives have 
contributed to a multifaceted and nuanced discussion.
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Building on these insights, the report formulates nine 
policy areas for targeted reform. The recommenda-
tions fall into three overarching vectors:

1.	� Refining risk classification and governance – en-
abling sector-specific regulation to guide high-
risk oversight, eliminating duplicative procedures, 
and clarifying obligations for general-purpose and 
fine-tuned AI models.

2.	� Recalibrating technical and procedural require-
ments – replacing rigid or redundant provisions 
with performance-based criteria, proportional 
documentation duties and clearer definitions 
aligned across EU legislation.

3.	� Strengthening accountability and institutional  
coherence – defining liability throughout the AI 
value chain, establishing unified oversight struc-
tures, and providing sustained financial and tech-
nical support for SMEs and civil society organiza-
tions.

The proposals are organized by implementation hori-
zon (see Table 1 p. 61. Short-term actions prioritize 
immediate technical clarifications, removal of du-
plicative requirements, adjustments to enforcement 
deadlines, and improved guidance and support for 
small and midsize enterprises (SMEs). Medium-term 
measures focus on building institutional capacity, 
harmonizing standards and developing a dedicated 
employment-related AI instrument under Article 
153 of the Treaty on the Functioning of the Euro-
pean Union. Long-term reforms call for stable funding 

This report presents an evidence-based analysis of  
how the European Union can streamline and strengthen 
its AI regulatory framework without undermining its 
commitment to fundamental rights. Rooted in qual-
itative research – including interviews and a focus 
group workshop with leading European AI providers, 
deployers and civil society organizations – the study 
identifies key challenges in implementing the EU AI 
Act and proposes concrete, rights-preserving actions 
that enhance clarity, feasibility and competitiveness.

The study interprets “simplification” not as dereg-
ulation but as clarification and disentanglement. Its 
aim is to reduce overlapping obligations, align hor-
izontal and sector-specific rules and ensure consis-
tent enforcement while maintaining accountability, 
transparency and proportionality. The findings show 
broad stakeholder support for the AI Act’s objectives 
but also significant concerns about fragmented reg-
ulatory regimes, vague definitions, disproportionate 
burdens on smaller firms and institutional delays that 
impede effective compliance.

Companies generally support the Act’s risk-based  
approach but struggle to apply it in practice, particu-
larly with high-risk classifications, documentation  
requirements and assigning responsibilities across the 
AI value chain. Civil society organizations defend the 
Act’s normative foundation and warn that any “sim-
plification” must not erode rights protections, espe-
cially in areas such as biometric surveillance and al-
gorithmic accountability. Both groups call for timely 
guidance, harmonized standards and structured insti-
tutional support to make compliance workable.

Executive Summary
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Executive Summary

mechanisms for SME and civil society (CSO) engage-
ment and a robust enforcement architecture for gen-
eral-purpose AI.

Policymakers can use this roadmap to sequence in-
terventions that protect fundamental rights, ensure 
market functionality and support innovation ecosys-
tems, particularly for smaller SMEs.

The report concludes that meaningful simplification 
requires legal precision, regulatory coordination and 
practical support – not a weakening of safeguards.  
The future of European AI governance depends on 
striking a balance between competitiveness and rights  
protection,1 ensuring that simplification enhances 
coherence and accountability while upholding the 
European Union’s constitutional and democratic 
commitments.

1	 We gratefully acknowledge the excellent research sup-
port provided by Lilo Meier and Jakob Riediger.
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Our empirical research shows that stakeholders 
broadly support the objectives of the EU AI Act. They 
recognize its potential to establish a trustworthy gov-
ernance framework and prevent misuse. But compa-
nies, in particular, raise concerns about practical im-
plementation – the need for regulatory clarity, the 
risk of excessive administrative burdens and the im-
portance of coordinated guidance and technical stan-
dards. Key priorities include streamlining horizontal 
and sector-specific requirements, ensuring coher-
ence across the wider EU digital regulatory landscape 
and clarifying responsibilities along the AI value 
chain. Civil society organizations, while even more 
supportive of the Act’s overarching ambition, warn 
against attempts to dilute or reopen its provisions. 
They call instead for stronger transparency rules, 
consistent accountability mechanisms and the clo-
sure of loopholes, especially in sensitive areas such 
as biometric surveillance. While corporate actors em-
phasize feasibility and operational practicality, civil 
society groups focus on democratic oversight and the 
protection of fundamental rights. Despite these dif-
ferent perspectives, there is widespread agreement 
that the Act’s success will depend on detailed guid-
ance, strong institutional support and the effective 
translation of legal principles into practice.

Drawing on our empirical findings, our proposals tar-
get three broad dimensions of AI Act reform. First, 
we examine the classification and regulation of high-
risk AI systems, particularly in areas where existing 
sectoral frameworks already provide extensive over-
sight. Second, we address technical requirements that 
create implementation challenges without delivering 
meaningful safety benefits. Third, we outline mecha-

For the EU, the past decade has been defined by an 
ambitious wave of digital regulation. While this ef-
fort has delivered essential protections against online 
harms (Digital Services Act, DSA), anti-competitive 
behavior (Digital Markets Act, DMA), and unchecked 
processing of personal data ( General Data Protection 
Regulation, GDPR), it has also produced a dense web 
of overlapping, intertwined and sometimes contra-
dictory acts and rules that have become increasingly 
difficult to navigate.

Spurred in part by a renewed focus on competitiveness 
following the Draghi report, the European Commis-
sion has launched an initiative to “simplify” EU digital 
regulation. In our view, simplification should be un-
derstood as clarification – closing loopholes and un-
tangling regulatory overlaps – rather than deregula-
tion. Yet what has been missing from the debate is an 
empirically grounded assessment of feasible amend-
ments to the digital acquis. Building on our recent white 
paper, this study aims to fill that gap by outlining ways 
to streamline AI regulation without compromising the 
EU’s commitment to fundamental rights. 

Our analysis identifies specific areas where regula-
tory overlap creates unnecessary burdens, where sec-
tor-specific expertise could better address AI risks 
and where technical requirements fail to align with 
operational realities. The study draws on semi-struc-
tured interviews and a focus group with leading Eu-
ropean companies – both AI providers and deploy-
ers – as well as civil society organizations to develop 
recommendations that strengthen the EU AI Act with 
a dual objective: enhancing competitiveness while 
safeguarding fundamental rights.

I.	 Introduction
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Introduction

nisms to clarify liability and responsibility across the 
AI value chain, especially for modified general-pur-
pose AI models.

The remainder of this study is structured as follows.  
Section II presents the results of our empirical re-
search, detailing stakeholder views on the Act, prac-
tical and substantive critiques, anticipated implica-
tions and recommended actions. Section III outlines 
our core policy proposals, organized into nine areas: 
prohibitions; high-risk provider obligations under 
Articles 6–24; high-risk deployer obligations under 
Articles 26–27; general-purpose AI provider re-
quirements; value chain responsibilities; general 
obligations; technical standards; implementation 
deadlines; and SME exemptions and support. Each 
subsection offers targeted amendments to address 
specific regulatory inefficiencies identified in our  
research. Section IV concludes with reflections on  
the balance between “simplification” and rights pro-
tection. 
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II.	 Empirical findings

backgrounds, including civil society organizations 
and private companies ranging from small and mid-
size enterprises to large firms. Participants were ac-
tive in sectors such as banking, healthcare, manufac-
turing, technology, legal services and automotive, at 
the German, European and global levels. The compa-
nies represented both deployers and providers of AI 
systems, including those developing or working with 
general-purpose AI and high-risk AI systems.

The interviews were conducted via Zoom and lasted 
between 38 and 55 minutes; one participant provided 
written responses. In some cases, multiple interview-
ees joined the same session. Interviews were held in 
either English or German. To structure the discus-
sions and contextualize the data, interview guides 
and organization-specific dossiers were prepared 
in advance, drawing on document analyses of web-
sites, press releases and position papers. The guides 
focused on how different stakeholders perceive and 
evaluate the EU AI Act and its implications. With par-
ticipants’ consent, all interviews were recorded, tran-
scribed and anonymized. Before each interview, par-
ticipants were informed that the study was part of a 
research project funded by the Bertelsmann Stiftung.

The data were analyzed in MAXQDA by two research-
ers using an inductive approach that allows concepts 
to emerge from the material rather than from pre-
defined theories (Gioia, 2021). This method is well 
suited to studying complex and evolving phenomena 
such as artificial intelligence and its regulation. Cod-
ing proceeded iteratively in three stages: open cod-
ing to identify first-order concepts; axial coding to 
group these into second-order categories; and selec-

The findings presented here draw on semi-structured 
interviews and a focus group with key stakeholders 
involved in, or affected by, the implementation of the 
EU AI Act. The interviews were designed to capture a 
wide range of perspectives on the Act’s opportunities, 
challenges and practical implications. Through qual-
itative analysis, several overarching themes emerged 
– from broad support for the Act’s objectives to con-
cerns about day-to-day implementation and propos-
als for improvement.

Terminology follows the AI Act’s definitions where 
applicable. “Providers” refers to entities that de-
velop or place AI systems on the market; “deployers” 
to entities that use such systems in practice; “gen-
eral-purpose AI (GPAI)” designates models adapt-
able across multiple contexts; and “high-risk” refers 
to systems covered by the Act’s risk taxonomy. Sev-
eral stakeholders, however, questioned the stability 
of fixed risk categories, noting that many harms are 
context dependent.

A.	Methods

In order to elicit diverse perspectives on the Euro-
pean AI Act, the empirical study followed a qualita-
tive research design comprising 15 semi-structured 
interviews conducted between September and Octo-
ber 2025, as well as a hybrid focus group workshop 
with 15 diverse stakeholders held in October 2025. 
This approach allowed for systematic data collection 
on predefined themes while leaving room for new in-
sights to emerge. A purposive sampling strategy en-
sured representation of stakeholders with distinct 
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Figure 1 | Data Structure

1st Order Categories 2nd Order Themes Aggregate Dimensions

·  Reliable, Trustworthy Standard

·  EU-wide Regulation instead of National Approaches

·  Guiding Innovation

·  Fighting Manipulation, Bias and Misuse

Welcoming Attitudes

1.  
General  
Climate·  Fundamental Opposition

·  Critique of the Legislative Process

·  Calls for Adjustment and Concrete Measures

Critical Attitudes toward 
the AI Act

·  Learning and Internal Capacity Building

·  Integration into Existing Processes
Preparedness

2.  
Status Quo 

Implementation

·  Atmosphere of Uncertainty and Fear

·  Timeline Constraints

·  Operational and Resource Challenges

·  Lack of Contact Points, Guidance or Institutional Support

Obstacles

·  Multiple Regulatory Layers

·  Redundant Documentation and Reporting Obligations

·  Conflicting Definitions and Requirements

·  Fragmented Institutional Responsibilities and Lack of Coordination

Lack of Harmonization

3.  
Substantive  

Critique

·  Inconsistent/Overlapping Horizontal and Vertical Requirements

·  Comprehensive Existent Risk Management Standards 

·  Capacity Constraints and Administrative Burden for Notified Bodies

Tension Horizontal/ 
Vertical Regulation

·  General Support

·  Context Dependency of Risk

·  Practical Uncertainty and Burden of Classification

·  Risk of Loopholes and Misclassification

Risk-Based  
Classification Logic

·  Unclear Responsibilities and Responsibility Gaps

·  Transfer of Liability

·  Open-Source Paradox

Value Chain Challenges

·  Excessive and Redundant Documentation Requirements

·  High Compliance Costs and Resource Constraints

Documentation 
Obligation

·  Global Regulatory Differences

·  Loss of European Competitiveness and Sovereignty

·  Dependence on Large Providers

Global Competitiveness

4.  
Implications

·  Avoidance of AI or High-Risk Products

·  Longer Development Timelines

·  Investor Skepticism

Slowdown in AI 
Development/Adoption

·  Vague Compliance

·  Calculated Non-Compliance

·  Positioning to Minimize Regulatory Exposure

Strategic Adaptations  
and Market Shifts

·  Disproportionate Burden on SMEs

·  Compliance as Competitive Advantage

Asymmetries and  
Unequal Conditions
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Empirical findings

1st Order Categories 2nd Order Themes Aggregate Dimensions

·  Standards, Clear Guidance and Guidelines

·  Central Point of Contact

·  Support for SMEs

·  Extension of Implementation Period

·  Regulatory Sandboxes

Implementation Support 
and Timeline

5.  
Proposed  

Actions

·  Regulatory Mapping

·  Cross-Regulatory Synergies

Simplification and 
Harmonization

·  Dynamic Legal Development

·  Stronger Involvement of Stakeholder Interests (CSOs/ Industry)

·  Merely Voluntary Compliance Combined with Self-Assessment

Regulatory Process 
Design 

·  More Fine-grained Risk Classification

·  Clarification of Responsibilities along the Value Chain

·  Certificate-Based Approach

·  Consistent Transparency Obligations

·  Safeguards for Fundamental Rights

Refinement and 
Strengthening

 Source: own illustration

ping regulatory requirements, unclear accountability 
structures and disproportionate burdens on smaller 
firms. The findings show how these challenges in-
fluence adoption strategies, competitiveness and 
compliance, and they outline proposed adjustments 
aimed at clearer guidance, phased enforcement and 
stronger coordination to keep the Act both workable 
and protective.

Aligned with the study’s data structure, the section 
is organized into four parts. Section 1 describes the 
Status Quo, capturing a general climate of cautious 
endorsement coupled with practical obstacles that 
organizations face. Section 2 presents the Substan-
tive Critiques raised during the interviews. Section 
3 examines anticipated Implications for innovation 
practices, market dynamics and European compet-
itiveness. Section 4 outlines the Proposed Actions, 
including considerations related to timelines, guid-
ance, simplification, harmonization and regulatory 
refinement.

tive coding to abstract them into aggregated dimen-
sions (Corbin & Strauss, 2015). Analytical quality was 
ensured through peer briefings, intercoder reliabil-
ity checks and member validation (Lincoln & Guba, 
1985). 

The following section presents the results in ac-
cordance with the resulting data structure (see 
graph below). Consistent with qualitative research 
standards, reflexivity was maintained through 
multi-voicing practices to reflect the diversity of 
stakeholder perspectives (Alvesson et al., 2008). 
Some quotations were translated from German into 
English and lightly edited for clarity. Informed  
consent was obtained from all interviewees for the 
inclusion of their quotations in this publication.

B.	 Findings

This section presents stakeholder perspectives on 
the EU AI Act, with a focus on implementation chal-
lenges, governance gaps and proposals for refine-
ment. It highlights broad support for the Act’s ob-
jectives, alongside persistent uncertainty about its 
practical application. Key themes include overlap-
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ier for us to comply with one act than 27. Because 
when we compare what‘s happening in the U.S. 
and each state is looking into AI in their own way, 
we do prefer a European approach.” (SAP)

Interviewees also emphasize that a unified European 
framework can help ensure fair competition across 
sectors and Member States while strengthening pub-
lic trust. Several interviewees describe the Act as an 
enabler rather than a constraint – a tool that offers 
guidance and regulatory clarity while helping reduce 
risks related to manipulation, bias, misuse and abuse. 

“It doesn’t just hinder innovation – it also steers it. 
When the state, or in this case the EU, sets out which 
kinds of innovation it wants and which it doesn’t – 
for example, through these prohibitions that essen-
tially say: we don’t need any new startups in these 
areas because these are systems we don’t even want 
to use – then that also directs innovation.” (CSO)

“[W]e see enormous potential in AI – truly im-
mense potential. At the same time, the possibility 
of misuse and wrongful application is, of course, 
a major problem. Technology always needs to be 
placed within a certain framework to keep such 
misuse at least somewhat under control. That’s 
why there is broad consensus on the issue of pro-
hibited systems, such as those related to surveil-
lance or profiling.” (Jungheinrich AG)

In the context of the current deregulatory turn, civil 
society organizations – many of which were initially 
critical of the AI Act – now largely welcome and even 
defend it. As calls for deregulation grow louder, these 
groups increasingly see themselves as guardians of 
the existing regulatory framework. At the same time, 
they continue to point to the Act’s shortcomings, in-
cluding the withdrawal of the AI Liability Directive.

“It serves as a global model, one that other juris-
dictions are also looking to. And it introduces con-
crete measures, concrete regulatory approaches 
that are being tested through it. This is certainly 
to be welcomed, even though we maintain certain 
criticisms and continue to see further gaps.” (CSO)

1.	 Status quo

The overall climate surrounding the EU AI Act is 
marked by cautious optimism. Across interviews 
and stakeholder groups, the regulation is generally 
viewed positively and is widely seen as a necessary 
step toward establishing a coherent framework for  
AI governance in Europe. 

“Generally speaking, we welcome regulation 
that promotes the development of reliable and 
non-discriminatory AI systems. Moderate regula-
tion is definitely a good thing.” (Maria Zerhusen, 
Head of Research, Empion GmbH)

“We also, of course, welcome the European Com-
mission’s proposal to create a trustworthy AI eco-
system.” (BMW Group)

“The AI Act provides a risk-based framework with 
clear definitions that ensure legal certainty and 
consumer trust, both of which are essential for the 
market to thrive and SMEs to innovate.” (Euro-
pean DIGITAL SME Alliance)

“It’s a democratic achievement that we have this 
AI regulation – it allows us to counter the techno-
logical power that holds sway over our society.” 
(Michael Kolain, Head of Policy, Zentrum für Digi-
talrechte und Demokratie) 

Companies view the Act as the first major attempt to 
set global standards for the ethical and responsible 
development of AI, positioning the EU as a norma-
tive leader in a rapidly evolving policy field. Although 
the tone of support varies – from pragmatic approval 
among corporate actors to more cautious endorse-
ment from civil society organizations – the Act serves 
as a common point of reference in an otherwise frag-
mented debate on AI regulation.

“[W]e understand that there is a big political ap-
petite to regulate AI technology because it ob-
viously has dangers embedded. So, if we need to 
regulate it, we do prefer one regulation within the 
EU because as a multinational company, it‘s eas-
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you have this ambitious legislation that aims at 
grasping everything, like commercial and con-
sumer technology plus sectors, and try to adopt 
provisions to regulate it all at once, the numbers of 
subsequent questions that are left unanswered is 
sometimes staggering. And also, unfortunately, it 
often reveals the way that the Commission ignores 
how business is actually done, how exchanges and 
discussions actually happen between companies 
and customers.” (SAP)

While civil society organizations welcome the AI Act 
as a rare instance in which law and technology have 
progressed in parallel, they also note that the final 
legislation reflects a series of compromises.

“It is probably the first time that technological and 
legal developments are progressing more or less 
in parallel. [...] Now, with the market readiness 
of ChatGPT and virtual reality, we have a legal 
framework emerging at the same time. [...] As a 
lawyer and legal scholar, I also recognize many 
technical shortcomings, which can, of course, be 
explained by the political process and the nego-
tiations that I have also witnessed. [...] Much of it 
was drafted under time pressure, and many of the 
outcomes were simply compromises – typical of 
a broader societal negotiation process.” (Michael 
Kolain, Head of Policy, Zentrum für Digitalrechte 
und Demokratie) 

Taken together, these perspectives suggest that criti-
cism of the AI Act does not reflect opposition to  
regulation itself, but rather a concern – voiced most 
strongly by companies – that certain provisions are 
implemented in ways that make them difficult to 
apply in practice.

Despite this criticism, companies report they are ac-
tively preparing for the Act by building internal ca-
pacities, governance structures and workflows to op-
erationalize compliance. They are working to embed 
AI governance within their existing operations as part 
of routine compliance, including integrating required 
measures directly into day-to-day development pro-
cesses.

Interviewees also express critical or ambivalent 
views, with a few articulating more fundamental ob-
jections. 

“If it were globally binding for every country, 
every organization [...] the AI Act would be a good 
regulation: it would slow AI down which would be 
helpful for society to adapt to the changes. If we 
regulate only here, this leads to a major disaster 
for Europe’s economy as a whole – not just for the 
AI industry.” (Casten Kraus)

The critique often centers on potential risks to Euro-
pean competitiveness and innovation (see the section 
on Implications below). Many concerns relate to the 
legislative process behind the AI Act. Several inter-
viewees point to inconsistencies and political com-
promises that, in their view, illustrate the difficulty of 
balancing competing objectives.

“I think the problem is that this became a product 
of trying to do everything for everyone. So you‘re 
probably [trying to do] good for innovation. You‘re 
trying to be good for human rights. You‘re trying 
to get it for growing companies or large compa-
nies, and you ended up being suboptimal for ev-
eryone.” (European AI company)

Other interviewees emphasize that the Commission’s 
approach was overly ambitious and insufficiently 
aligned with business realities. Company representa-
tives, in particular, say that procedural ambition has 
come at the expense of practical clarity. They note 
that the AI Act focuses primarily on protecting users 
rather than enabling innovation or supporting com-
panies, leaving the perspectives and needs of those 
developing and deploying AI systems under-repre-
sented. Some also describe what they see as a “catch-
all” tendency in European rulemaking – a preference 
for completeness that can undermine practical im-
plementability. 

 “It also depends on the way the legislation is 
drafted. Sometimes you have a piece of work that 
is clear, and it‘s wonderful because you don‘t need 
much work to interpret it afterwards. But when 
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“impractical” or “simply not feasible” (Dr.-Ing. Julia 
Hoxha, CEO, Zana Technologies GmbH). Companies 
worry that regulatory guidance released only shortly 
before key provisions take effect provides too little 
time to adapt. 

From the perspective of some civil society organiza-
tions, however, such delays and last-minute adjust-
ments are not due solely to bureaucratic inefficiency. 
They also view them as a byproduct of lobbying dy-
namics within the legislative process itself.

“Of course, I completely understand that we also 
have to take economic interests in this area into 
account. But many of the problems, such as the de-
lays, are actually closely linked to the economic 
actors themselves. So I find it somewhat problem-
atic, even hypocritical, to cause delays and then 
turn around and say: “Now that there are delays, 
we need to reopen the entire discussion.” (Jürgen 
Bering, Gesellschaft für Freiheitsrechte)

From the perspective of companies, by contrast, the 
implementation process is demanding on a practi-
cal level. Many point to operational and resource con-
straints that complicate compliance efforts. They 
describe the increasing complexity of aligning devel-
opment processes with evolving legal requirements, 
as well as the disproportionate administrative and 
staffing burdens this alignment entails. 

“[T]hese are of course aspects we now have to take 
into account during development. We need to fac-
tor them in and build in new loops. Especially as 
an AI developer […]. That means every time we 
now have to run an additional loop through com-
pliance and legal review, which simply takes 
time.” (SME, legal tech)

Finally, respondents identify the absence of institu-
tional support structures as a central obstacle to im-
plementation. The lack of clearly defined authorities 
or points of contact at both the EU and national lev-
els is widely viewed as a major barrier, leaving orga-
nizations uncertain about where to turn for guidance. 
Several interviewees noted that this institutional gap 

“At the end of the day, we are certainly aware that 
this could affect us – especially since we operate in 
the HR field. That´s why, for us as a company, the 
current approaches come as no surprise. We began 
preparing for them at an early stage – conducting 
risk analyses, thoroughly validating our systems, 
and embedding safety, testing and transparency 
mechanisms into our architecture. These require-
ments are by no means unfeasible. In fact, trans-
parency measures such as documentation obliga-
tions have always been part of what we at Empion 
consider excellent engineering practice. So, when 
the regulation comes, we’ll be prepared.” (Maria 
Zerhusen, Head of Research, Empion GmbH)

Moreover, larger companies in particular report that 
they have begun formalizing comprehensive compli-
ance systems, embedding regulatory processes across 
departments and ensuring managerial oversight.

At the same time, the implementation phase intro-
duces significant regulatory ambiguities and practi-
cal challenges, creating an atmosphere of uncertainty 
and, in some cases, fear across sectors. This uncer-
tainty stems from the challenges organizations face 
in translating the AI Act into practice amid procedural 
opacity and institutional delays. 

“We still don’t know what the outcome will be. We 
also don’t know how we will eventually be audited 
– there isn’t even a designated body yet for the AI 
Act. … So right now, there’s a great deal of uncer-
tainty for us. From a manufacturer’s perspective, 
the question is: what do we actually need to do al-
ready, and what should we postpone – focusing, 
from an economic standpoint, more on innova-
tion rather than on building additional processes 
and integrating them into development?” (Doreen 
Soeder, Head of Compliance, Tiplu GmbH)

This uncertainty leaves organizations caught between 
preparation and hesitation, unsure whether to in-
vest in compliance structures or wait for clearer in-
stitutional guidance. These perceived uncertainties 
are amplified by tight timelines, with several inter-
viewees describing the implementation deadlines as 
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2.	 Substantive critique

Beyond implementation challenges, stakehold-
ers voice broader substantive concerns about the EU 
AI Act. One central thread of critique involves insuf-
ficient harmonization across the EU’s digital regu-
latory landscape. Interviewees describe how over-
lapping regimes create simultaneous – and at times 
conflicting – obligations for the same technologies 
and business areas. They attribute this fragmentation 
to limited interinstitutional coordination, with legis-
lative initiatives developed in parallel across differ-
ent directorates and without adequate alignment. The 
result, they argue, is a patchwork of contradictory or 
redundant requirements.

“We have often seen that there are overlaps be-
tween EU legislations. This is partially due to the 
fact that they are prepared by separate Com-
mission units, each pursuing its own specific ob-
jectives. Insufficient coordination and com-
munication among these units can result in 
inconsistencies, redundancies, or even contradic-
tions between legislative proposals” (SAP)

In addition to overlapping regimes, respondents 
point to duplication in documentation and reporting 
obligations. They note that existing regimes already 
require much of what the AI Act mandates, increasing 
the administrative burden without delivering propor-
tional benefits.

“EU policymakers are focusing a lot on incident 
reporting because we have reporting [duties] in 
the AI Act, the Data Act and cybersecurity legisla-
tion. At many instances we probably will be talking 
about the same incident.” (SAP)

“[There are] many duplications – double docu-
mentation obligations with different approaches 
but similar content.” (Industrial engineering com-
pany)

A further source of friction lies in definitional incon-
sistencies across legal instruments, which can lead to 
divergent classifications and obligations for the same 

not only slows compliance efforts but also under-
mines confidence in the broader governance frame-
work.

“The EU still needs to improve coordination at the 
interface level – including among its supervisory 
bodies. While the AI Office declares responsibility 
and urges compliance, the AI Act assigns key roles 
to national authorities – market surveillance, re-
porting obligations and oversight. Yet in Germany 
and many other Member States, these structures 
remain neither legally defined nor institutionally 
established. While the EU AI Office is ready to be-
come operational, many Member States still lack 
this supervisory authority. Some even plan multi-
ple separate offices, making the overall framework 
fragmented and difficult to enforce in practice. So 
it’s really not very well coordinated.” (Maria Zer-
husen, Head of Research, Empion GmbH)

These observations reinforce the perception that the 
Act’s institutional architecture remains fragmented 
and underdeveloped. The resulting uncertainty leaves 
companies unsure how to operationalize compliance 
obligations, particularly in relation to reporting and 
auditing duties.

Taken together, these accounts point to a broader 
pattern of institutional lag, in which regulatory am-
bitions are seen as outpacing administrative capac-
ity. Companies, in particular, frame their concerns 
around insufficient coordination and limited dia-
logue, calling for more structured interaction be-
tween policymakers and implementers to make the 
Act’s objectives practically achievable. While the 
AI Act is widely regarded as a significant step to-
ward trustworthy AI governance, its implementation 
is seen as introducing not only administrative bur-
dens and resource constraints but also uncertainty 
and friction – conditions that set the stage for a more 
substantive critique.
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zation with sector-specific regulation. Instead of 
one clear compliance path, we now face two par-
allel, overwhelming regimes. And it’s unclear if 
or when they will truly converge. The promise is 
alignment, but right now it‘s more a prospect than 
a guarantee. Implementation will decide if this 
becomes clarity or just layered complexity.” (Dr.-
Ing. Julia Hoxha, CEO Zana Technologies GmbH) 

Similar to the lack of harmonization in EU data regu-
lation, interviewees observe that overlapping obliga-
tions create unnecessary duplication and administra-
tive complexity.

“[W]here we see a big overlap definitely is for 
the conformity assessment required under the AI 
act and the MaRisk requirements under AT 4.3.5. 
There we have like more or less 90% overlap. [...] 
There are many requirements [such as concerning] 
risk management system [that is] more or less one 
on one what is required under article 9 of the AI 
Act, so for a bank that‘s duplicating documenta-
tion. Same for quality management system, Article 
17 of the AI Act [which] we already have under 83 
of the MaRisk and 84.4 compliance and risk con-
trols.” (N26)

“We already have a lot of duplication, because 
much of what the MDR already implicitly requires 
is now made explicit through the AI Act – for ex-
ample, data quality or risk management regard-
ing bias and similar topics... Ideally, we would 
continue to have one conformity assessment pro-
cedure with our notified body, and they would 
simply extend their checklist with the AI Act re-
quirements … and that would be it. If we had to 
start separate conformity assessments or involve 
other auditors, that would be extremely burden-
some – especially for smaller companies. We could 
probably still manage it, but such audits are al-
ways a huge effort.” (Doreen Soeder, Head of 
Compliance, Tiplu)

“In mechanical engineering, so much is already 
regulated, and we already have to comply with 
numerous ISO standards […] yet there is no align-

data or systems, a dynamic that undermines regula-
tory clarity. 

“There are a lot of overlaps and even conflicts 
where one law says one thing and another law 
says another thing, because you have unclear defi-
nitions.” (European AI company)

For instance, one company describes how differing 
definitions of “biometric data” (BMW Group) in the 
AI Act and GDPR may lead to inconsistent classifica-
tions and additional compliance obligations. Simi-
larly, a “compliance dilemma” (European DIGITAL 
SME Alliance) has been observed with regard to fair-
ness testing, where requirements under the AI Act 
and the GDPR appear to conflict.

“The restriction on using sensitive data, even for 
fairness testing, raises practical concerns. En-
suring nondiscrimination often requires test-
ing against sensitive attributes to detect bias. For 
SMEs, the lack of clarity on how to balance data 
protection under GDPR (Art. 9) with fairness test-
ing obligations under the AI Act (Art. 10(5)) creates 
a compliance dilemma. Without explicit guidance 
or legal pathways (e.g., anonymization methods, 
safeguards for fairness testing), SMEs may be un-
able to prove compliance with bias requirements, 
despite having the intent to do so.“ (European 
DIGITAL SME Alliance)

CSOs also also point to a clear “delta” (Michael Ko-
lain, Head of Policy, Zentrum für Digitalrechte und 
Demokratie) across different EU digital regulations, 
which they attribute to the nature of democratic law-
making – involving multiple actors, separated pow-
ers and asynchronous timelines rather than a coordi-
nated, technocratic process.

Beyond insufficient harmonization within EU digital 
regulation, companies also point to overlaps and ten-
sions between horizontal and sector-specific (verti-
cal) regulations.

“The AI Act was designed to be the overarching 
regulatory framework, yet we lack real harmoni-
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“The transition from MDD to MDR has pushed 
most AI/digital health technologies into high-
er-risk classifications, demanding notified body 
review. With the AI Act now entering force, manu-
facturers face overlapping and potentially conflict-
ing compliance pathways. Without clear guidance 
on mutual harmonization – ensuring MDR com-
pliance also satisfies AI Act requirements – we risk 
creating redundant assessments that slow down 
innovation.” (Dr.-Ing. Julia Hoxha, CEO Zana 
Technologies GmbH)

Conflicting requirements between sector-specific 
regulation and the AI Act are also noted – for exam-
ple, regarding the sequencing of clinical evidence. 
Under the MDR, clinical evidence must be generated 
before a product receives CE marking (Conformité 
Européenne), whereas the AI Act appears to imply 
that CE marking should precede clinical evaluation. 

Interviewees further emphasize definitional incon-
sistencies, noting that key terms are defined differ-
ently across the AI Act and existing legislation, add-
ing another layer of ambiguity for compliance. As a 
result, uncertainty extends beyond overlapping ob-
ligations to encompass the interpretation and op-
erationalization of regulatory concepts, particularly 
where horizontal and sector-specific regimes inter-
sect. 

“The definitions of ‘safety components’ don’t align 
between the AI Act and the respective harmoni-
zation legislation. …The AI Act’s definition is rel-
atively broad and may capture more components 
than type approval would, requiring further inter-
pretation.” (BMW Group)

Respondents also express concern that layering the 
AI Act onto existing sector-specific regimes may not 
necessarily enhance safety or accountability. The au-
tomotive sector illustrates these tensions particularly 
clearly. The coexistence of the AI Act with established 
vehicle type-approval procedures not only adds ad-
ministrative burden but also heightens uncertainty. 
Companies note that unresolved questions – such 
as whether, when and under which implementation 

ment at all. […] Wherever we are already obliged 
to do something, we shouldn’t have to do it twice. 
That should be the goal.” (Industrial engineering 
company)

Particularly in highly regulated industries such as 
healthcare and finance, where comprehensive risk 
management standards already exist, the only “really 
new” element is seen to be “human oversight” (Do-
reen Soeder, Head of Compliance, Tiplu GmbH). 

“As a fully regulated financial institution, we al-
ready have many of these elements in place. We 
do risk assessments, we do business management, 
and many more things that are already required 
by the MaRisk. While we are working on the whole 
framework to meet the AI Act requirements, a lot 
of the requirements are already in place due to the 
fact that we are regulated.” (N26)

They further stress that the lack of coordination be-
tween the AI Act and sectoral frameworks such as the 
Medical Device Regulation (MDR) not only increases 
the burden on firms but also strains the capacity of 
supervisory authorities.

“[I]f you get your MDR approved by one notified 
body, and let‘s say that notified body is booked 
and can‘t do your AI review until later then, but 
there‘s still potential information they require 
from the MDR and vice versa, right? So, like the 
importance of having these combined. Because 
you are duplicating effort not only for yourself but 
also for the notified body if they have to review 
the same device twice, it‘s a lot more efficient to 
combine for the notified bodies who are slammed 
and they‘re overworked and they‘re not enough 
of them to kind of handle the demand. And also, 
for the companies, right. That want to get it done 
quickly, efficiently.” (Dr.-Ing. Julia Hoxha, CEO 
Zana Technologies GmbH)

Rather than aligning with established sectoral regu-
lations, the AI Act is described as introducing parallel 
procedures that heighten compliance burdens and di-
lute regulatory coherence.
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“high-risk” systems – and the associated obligations 
– as “neither understandable nor feasible to imple-
ment” (Jarek Kutylowski, DeepL). Several argue that 
portraying high-risk systems as inherently danger-
ous leads to “extreme obligations imposed on devel-
opers,” which they see as an instance of “legislators 
shifting responsibility onto developers” (Jarek Kuty-
lowski, DeepL).

The classification framework is viewed as introducing 
uncertainty rather than clarity, given that distinc-
tions between risk categories often remain ambig-
uous in practical contexts. According to companies, 
this lack of precision complicates planning and re-
source allocation throughout the development cycle. 

“I have lots of questions. Are we prohibited, high 
risk or are we low risk? […] The basic issue of the 
risk category has multiple considerations, and [the 
risk category] impacts all your product develop-
ment in terms of resources, time, energy and also 
the sales cycle.” (Dr. Sejal Tolksdorf, Regulatory 
Pathfinder)

In the perceived absence of concrete examples or 
case-based guidance, companies find it difficult to 
determine where their systems fall along the risk 
spectrum. 

“When does one move from [limited] risk to high 
risk? These are exactly the kinds of clarifications 
that were supposed to be illustrated with examples 
at the EU level – but which still haven’t material-
ized.” (Industrial engineering company)

Moreover, interviewees question whether risks can 
meaningfully be predetermined through fixed cate-
gories. They argue that the potential impact of an AI 
system depends heavily on its specific context of use 
– a factor that cannot be reliably assessed during de-
velopment.

“The AI Act implements specific regulatory mea-
sures without the ability to fully anticipate their 
actual outcomes – particularly regarding the risk 
classification of individual AI systems or their out-

timelines the AI Act’s requirements will be integrated 
into type approval – create substantial ambiguity. 
They also struggle to understand how the Act’s ob-
ligations will fit within the long-standing type-ap-
proval framework, especially since products covered 
by that framework already meet extensive safety re-
quirements.

“The open question is: does [a break assistant] 
become safer if we now additionally regulate it 
under the AI Act, or do we create uncertainty? [...] 
And beyond the question of when it comes, there’s 
also the question of how – will the AI Act simply 
be copied and pasted into type approval, leaving 
us with the same problems, or will it be carefully 
adapted to the vehicle context?” (BMW Group)

Another thread of substantive critique concerns the 
AI Act’s risk-based approach. Overall, interview-
ees broadly acknowledge the logic of a risk-based ap-
proach.

“[W]e are in favor of a risk-based approach. So, 
we like it, and not only in AI regulation but in all 
security regulations.” (SAP)

Companies view the risk-based approach as a prag-
matic and familiar regulatory principle that can 
meaningfully differentiate among levels of poten-
tial harm. In that sense, the framework is regarded as 
both reasonable and consistent with existing prod-
uct-regulation logics. 

“It makes sense that when AI is used in a certain 
area, higher requirements apply there – generally 
speaking – than in other areas.” (SME, legal tech)

While some emphasize its conceptual clarity, oth-
ers highlight practical advantages, noting that the 
framework allows companies to calibrate compliance 
according to the specific risk categories. For many, 
this adaptability makes the model workable and pro-
portionate in daily practice.

Despite these generally positive assessments, com-
panies also describe the Act’s broad definition of 
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“What, in my opinion, remains unresolved is that 
once you cross that threshold of fine-tuning, there 
are obligations that only the model provider can 
fulfill, for example, when it comes to a copyright 
compliance strategy or disclosing cybersecurity re-
silience. But then who takes on these obligations?“ 
(BMW Group)

For companies, this creates a practical concern: if 
fine-tuners are expected to assume these obligations, 
they must rely on assumptions that depend on the 
degree of transparency or architectural disclosure by 
the model provider. At the same time, requiring orig-
inal providers to remain responsible for cybersecurity 
risks in substantially modified models raises its own 
set of challenges.

Moreover, the transitional provisions for fine-tun-
ing under Article 111 are also widely viewed as unclear. 
Interviewees note uncertainty about whether adapta-
tions exceeding the FLOP threshold would be treated 
as creating a “new” model – which could invalidate 
transitional periods and trigger full compliance obli-
gations when entering new markets. 

“There’s Article 111(3) on transitional peri-
ods when a model has already been placed on the 
market. […] If we fine-tune the model for each ju-
risdiction, at what point does it become a new 
model? From when can we rely on the transitional 
periods for the old one? […] For Germany, that 
seems clear, but for other markets launching later 
this year, it remains uncertain.” (SME, legal tech)

This critique highlights a deeper structural tension 
in the Act’s design: by targeting AI as a cross-sec-
toral technology, the Act challenges traditional prod-
uct-based accountability models and creates gray 
zones over who ultimately bears responsibility for 
compliance and potential harms.

“It creates this dynamic of what are you responsi-
ble for and what are you not? [...] This comes from 
the unclear definitions, and [...] the basic prob-
lem of trying to regulate technology rather than 
products, because if you just talked about products, 

puts. Such assessments are inherently difficult to 
determine ex ante, as they are highly dependent 
on the specific application context. These prelim-
inary evaluations often remain so indeterminate 
that, despite its well-intentioned aims, the AI Act 
may constitute one of the most significant imped-
iments to innovation within European regulatory 
frameworks.” (Maria Zerhusen, Head of Research, 
Empion GmbH)

CSOs warn that unclear definitions and filtering 
mechanisms within the Act may create loopholes or 
enable strategic misclassification. The lack of clear 
boundaries between risk levels – especially in sensi-
tive domains such as justice – is seen as opening the 
door to inconsistent interpretations or even misuse.

“So where is the boundary? When is it considered 
a substantial contribution, given that the judiciary, 
for example, is also an area that in certain cases is 
viewed as high-risk. And that is exactly the point. 
We said: ‘That sounds to us like a loophole to opt 
out.’ And it is simply not clearly defined to the end. 
That is why we criticized it.” (CSO)

In addition, company representatives widely empha-
size that the AI Act leaves critical questions of ac-
countability along the AI value chain unresolved. 
They describe a legal uncertainty” (Jarek Kutylowski, 
DeepL) regarding how responsibilities are divided be-
tween providers and deployers, particularly when 
general-purpose or fine-tuned models are involved.

“The provider is not able to give the deployer all 
the information, because they don’t know what I 
will use it for. That is, of course, a chicken-and-
egg problem.” (Jungheinrich AG)

This dilemma is discussed most prominently in re-
lation to the fine-tuning of GPAI models. Although 
guidelines exist, interviewees note that critical ob-
ligations – such as ensuring copyright compliance 
or disclosing cybersecurity resilience – can only be 
fulfilled by the original model provider. Yet once 
fine-tuning passes a certain threshold, accountability 
becomes blurred.
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requirements related to human oversight, rather 
than entirely separate sets of legal requirements 
with a high degree of overlap, resulting in signif-
icant duplication of work. We believe we could do 
that under AT 4.3.5 already.“ (N26)

They view the requirements as excessive and, in some 
cases, redundant, particularly for organizations op-
erating across multiple jurisdictions or subsidiaries. 
Meeting transparency and record-keeping expecta-
tions is described as demanding substantial adminis-
trative effort and coordination.

“The transparency aspect is good, but I would pre-
fer to simply register it rather than having to pro-
duce and maintain those 20 or 50 required docu-
ments – which is the far worse part. I’m not just 
creating them; I also have to keep them up to date. 
That’s something where our data storage is fill-
ing up more and more, and I honestly don’t yet 
know how to handle this monster, especially when 
changes occur.” (Jungheinrich AG)

These obligations translate into significant compli-
ance costs, particularly for SMEs and startups that 
must allocate resources for compliance from the out-
set of product development.

“Well, one point for us, of course, is that finan-
cially this will be a huge burden coming our way. 
I mean, the high-risk provisions only take effect 
next August, but of course, it’s something we al-
ready have to consider now. We need to obtain ex-
pert opinions, and our customers are already ask-
ing: do you have this on your radar? What can you 
already do? It’s clear that we’ll have to change our 
internal processes.” (SME, legal tech)

These accounts illustrate how compliance obligations 
extend far beyond the Act’s formal entry into force, 
generating substantial anticipatory administrative 
effort and financial strain – burdens that fall dis-
proportionately on actors with limited internal reg-
ulatory capacity. As one interviewee notes, a startup 
“has to hire both the CTO and the regulatory officer 
from day one, especially when you go into the space 

then it would always be the company selling the 
products responsible, and it‘s sort of clear cut who 
is responsible for what?” (European AI company)

Across interviews with company representatives, 
a recurring concern is that the AI Act’s approach – 
while intended to ensure comprehensive oversight – 
risks both diffusing accountability and constraining 
technological development at its source.

“The primary concern lies in the fact that the AI 
Act does not merely regulate end users, but also 
the underlying technology itself. You can think of 
it like this: one would not seek to regulate a com-
puter simply because it could be misused to com-
pose a ransom note. Yet under the AI Act, this 
foundational technology is subject to regulation, a 
measure that inherently constrains innovation and 
impedes further technological advancement by re-
stricting it at its very core.” (Maria Zerhusen, Head 
of Research, Empion GmbH)

Interviewees also point to challenges associated with 
using open-source models in high-risk applications 
that result in a paradox. While open-source models 
are widely regarded as critical drivers of innovation, 
their deployment creates significant compliance dif-
ficulties because companies often lack transparency 
into, and control over, the underlying data and train-
ing processes.

“With open-source models, we have no real in-
sight into how they were trained, which makes it 
extremely difficult to ensure compliance in high-
risk contexts.” (SME, legal tech)

Finally, interviewees consistently identify documen-
tation obligations as one of the most burdensome as-
pects of the AI Act. 

“What this results in is a duplication of docu-
mentation that places an additional strain on our 
teams. For highly regulated institutions like our-
selves, we would wish to see the additional re-
quirements included as an amendment to the ex-
isting MaRisk framework, such as adding the 
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3.	 Implications

Several interviewees express concern that the AI Act 
may inadvertently slow down AI development and 
adoption across Europe. To manage regulatory un-
certainty and reduce administrative burdens, some 
companies intentionally limit or avoid the use of 
high-risk AI systems, even when doing so constrains 
business opportunities. They also report increas-
ing reluctance among clients, who – confronted with 
the AI Act and other EU data regulations – hesitate 
to adopt AI for fear of legal consequences and asso-
ciated costs. As a result, companies must devote ad-
ditional effort to reassuring customers and guiding 
them through compliance procedures. 

“There’s definitely a strong sense of hesitation. 
Many users are hesitant to deploy AI systems, 
fearing potential non-compliance in the future. 
This reluctance stifles adoption, monetization, and 
ultimately investment in European foundational 
research. While the reference to prospective sanc-
tions may be legally sound, it does little to alle-
viate the palpable uncertainty experienced in the 
present – not that deals aren’t being closed be-
cause of it; I would say that by now we are suffi-
ciently prepared and fully understand these con-
cerns, enabling us to address them effectively.” 
(Maria Zerhusen, Head of Research, Empion 
GmbH)

Others observe that this uncertainty directly affects 
market access and customer relationships. While 
large corporations can rely on dedicated compli-
ance departments to manage regulatory complex-
ity, smaller clients may refrain from deploying AI al-
together.

„And then it will probably have an impact later in 
much more complicated market access, because 
we’ll likely see growing skepticism among cus-
tomers and users. When, say, Daimler comes along, 
it’s not such a big issue – they have departments 
and people who handle compliance checks. But if 
I have a smaller licensee who wants to, for exam-
ple, monitor the safety of their machines and see 

of being what they call a high-risk device.” This dual 
focus on innovation and compliance “is a challenge 
and a burden in terms of expense” (Dr.-Ing. Julia 
Hoxha, CEO Zana Technologies GmbH), especially for 
small companies with constrained budgets.

CSOs, by contrast, criticize the documentation re-
quirements for lacking transparency, noting that very 
little of the information is made public – as illus-
trated by minimal disclosures in the Article 70 data-
base – which in turn limits external oversight.

“There are, of course, many transparency mech-
anisms in principle, but there’s also a lot of skep-
ticism, both on our side and within civil society 
more broadly, about whether these instru-
ments will be helpful in practice, as the informa-
tion that is available to the public and CSOs is lim-
ited and individual rights leading to transparency 
are arguably limited in comparison with, e.g., the 
GDPR.” (Jürgen Bering, Gesellschaft für Freiheits-
rechte)

In sum, these accounts reveal a substantive critique 
that extends well beyond implementation hurdles. 
Companies, in particular, describe a fragmented reg-
ulatory landscape characterized by overlapping and 
sometimes conflicting obligations, duplicative doc-
umentation and assessment requirements, and defi-
nitional inconsistencies that undermine legal cer-
tainty. Although the risk-based approach is broadly 
acknowledged, its boundaries and practical operation 
remain unclear, especially for modular systems, GPAI 
models and sector-specific use cases. Accountability 
along the value chain is seen as insufficiently defined, 
particularly after fine-tuning, producing gray zones 
between providers and deployers. Documentation ob-
ligations are widely viewed as excessive, opaque and 
costly, with disproportionate effects on SMEs and 
startups, while offering limited public transparency 
to support external oversight. These concerns shape 
expectations about the Act’s implications for inno-
vation, market dynamics and Europe’s technological 
competitiveness, which the next section examines.
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compliance entails. Firms report that tenders and cli-
ent requests increasingly include compliance-related 
clauses, but these clauses are typically so broad that 
they are difficult to operationalize.

“[Y]ou can sense a certain uncertainty. For exam-
ple, we have a tool for writing medical letters, and 
that’s not a medical device – it’s really just meant 
to support documentation. But it’s based on an 
LLM, and you can already see vague wording in 
tenders, like: ‘The product currently and in the fu-
ture meets all legal requirements that may apply.’ 
And we’re supposed to handle that. And the sec-
ond issue we’re increasingly noticing is that we’re 
getting inquiries from customers – compliance of-
ficers, data protection officers, and so on – asking: 
‘How are you handling this?’ So, some are already 
being proactive. But I think there’s still not much 
expertise in the market yet, especially on the cli-
ent side, when it comes to procurement. So, there’s 
nothing particularly concrete there yet.” (Doreen 
Soeder, Head of Compliance, Tiplu GmbH)

Interviewees also describe a growing tendency among 
companies to adopt pragmatic – and at times calcu-
lated – strategies for navigating regulatory ambigu-
ity. In the absence of clear enforcement mechanisms, 
compliance has become partly a matter of strategic 
timing rather than strict obligation, with some firms 
deliberately postponing full implementation of the AI 
Act’s requirements until supervisory structures are 
fully in place.

“To be honest, those who genuinely want to com-
ply – who take the regulation seriously – are at a 
clear disadvantage right now. They have to invest 
significant resources to understand and implement 
nearly a thousand pages of legal text, while others 
simply ignore it because there are no enforcement 
authorities yet. Without clear guidelines and func-
tioning control mechanisms, the ones who play by 
the rules are the ones who lose out.” (Maria Zer-
husen, Head of Research, Empion GmbH)

Others note that this uncertainty has turned com-
pliance into a balancing act between prudence and 

whether someone has a facial expression in front 
of the machine so it can stop automatically – well, 
if I want to do something like that, the question 
becomes: am I even allowed to do this in the EU? 
And then they get uncertain. I’ve seen this at many 
client meetings where, when I just ask straight-
forwardly, people are completely unsure: what am 
I actually allowed to do, and what not?” (Carsten 
Kraus)

In addition to hesitancy in AI adoption, companies 
report longer product development cycles. Frequent 
compliance checks, documentation duties, and po-
tential reclassifications extend project timelines and 
delay innovation.

“[T]here was some concern from management 
that this could cause further delays in bringing our 
medical products to market. Right now, we still 
have a medical device in development and that, 
since the effort required for MDR compliance is al-
ready enormous, any additional tightening of reg-
ulations would make things even harder.” (Doreen 
Soeder, Head of Compliance, Tiplu GmbH)

The perceived regulatory complexity also encourages 
greater caution in using AI tools internally, as organi-
zations hesitate to integrate technologies whose risk 
profiles or compliance implications remain unclear.

Finally, respondents link these patterns to rising in-
vestor skepticism. They argue that heightened com-
pliance costs and legal uncertainty undermine the 
attractiveness of AI ventures, particularly for ear-
ly-stage startups. 

In response to the regulatory uncertainty surround-
ing the AI Act, interviewees observe a range of stra-
tegic adaptations emerging across the market. Some 
organizations and their clients are are beginning to 
reference compliance in procurement processes, in-
dicating that the Act is already shaping contrac-
tual expectations even before it fully takes effect. Yet 
these references are often vague and lack clear crite-
ria, reflecting the absence of standardized guidance 
or broadly understood benchmarks for what AI Act 
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[T]he smaller the organization, the fewer re-
sources there are to deal with such issues. And if 
we look at how quickly you can run into trouble 
and how many things you have to consider when 
using AI – including what’s still unclear – I think 
the smaller the organization, the harder it is to re-
main compliant. Or it might even lead companies 
to avoid using AI altogether for that very reason.” 
(SME, legal tech)

For smaller firms, the administrative effort required 
to ensure compliance creates tremendous difficulties. 
The volume and complexity of the regulation demand 
substantial time and expertise that few can afford.

“For smaller companies, compliance is virtually 
impossible due to limited resources. If you look 
at the AI Act, it’s about a thousand pages long. 
What medium-sized company, or especially which 
startup, has the capacity and resources to really 
go through it properly? Achieving full compliance 
could take a long process, and by the time one fin-
ishes, new developments have already emerged.” 
(Maria Zerhusen, Head of Research, Empion 
GmbH)

Even firms that began preparing proactively for the AI 
Act report feeling constrained by limited internal ca-
pacity. Early compliance work often depends on tech-
nically skilled employees who assume regulatory re-
sponsibilities in addition to their primary roles.

“We started early and began allocating resources 
to this as soon as possible. I’d say for about a year 
and a half now, I’ve been working with an ML de-
veloper who’s also interested in regulatory top-
ics to assess the relevance of the AI Act for us and 
translate it into corresponding processes. Person-
ally, I believe in strong system competence – it’s 
more important than individual expertise. But of 
course, there are certain concerns that come with 
this, because as a relatively young, newly medi-
um-sized company, our resources are not unlim-
ited.” (Doreen Soeder, Head of Compliance, Tiplu 
GmbH)

pragmatism. Firms must decide whether to act pre-
emptively or wait for regulatory clarification, weigh-
ing the risks of non-compliance against the costs of 
overcompliance.

“And the question will be: how much willingness 
to compromise will find its way into these regu-
lations? How much room for interpretation will 
there be? We’re working very much with these im-
plementation waves – asking ourselves, what do 
we have to do now? Should we already go beyond 
compliance? Or should we wait and see? Or should 
we strike a reasonable compromise by saying that 
the penalties can’t be too severe if we’ve fulfilled 
certain basic requirements and have compliance 
more or less under control? And to me, that’s the 
wrong approach.” (Industrial engineering com-
pany)

Some interviewees describe how organizations are al-
ready developing strategic narratives to navigate reg-
ulatory ambiguity. In the absence of clear definitions 
and enforcement mechanisms, firms adjust their in-
ternal and external communication to position their 
products in ways that minimize perceived regulatory 
exposure. This often involves emphasizing distinc-
tions not explicitly recognized in the AI Act to reas-
sure clients and maintain marketability, while post-
poning definitive technical classification until greater 
regulatory clarity emerges.

Taken together, these practices illustrate a form of 
regulatory navigation in which compliance becomes 
negotiated, selective and responsive to uncertainty 
rather than a straightforward legal process. Yet the 
ability to engage in such navigation depends heavily 
on organizational capacity. Respondents underscore 
that this uneven distribution of regulatory burdens 
creates a structural imbalance: SMEs face dispropor-
tionate challenges in meeting compliance require-
ments compared with larger corporations that have 
dedicated legal teams and more substantial financial 
resources. 

“The large companies … have big legal depart-
ments and the resources to hire external law firms. 
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Companies note that EU legislation tends to favor 
large, established firms that can absorb compliance 
costs, whereas smaller or growing businesses strug-
gle to scale and compete effectively. This, they sug-
gest, helps explain the relative lack of major Euro-
pean players. This uneven distribution of regulatory 
burden not only reinforces existing hierarchies but 
also diverts resources from innovation toward ad-
ministrative obligations.

“[W]e’re already seeing a significant competi-
tive disadvantage, because we have to invest more 
and more personnel and consulting resources into 
complying with this Act – resources that actually 
add no real value.” (Industrial engineering com-
pany)

Beyond compliance costs, respondents emphasize 
that the Act may unintentionally weaken Europe’s in-
novation momentum. Companies fear that exces-
sive caution and regulatory complexity are fostering 
a culture of risk aversion that constrains experimen-
tation. 

“We all want AI systems where the human makes 
decisions, but within a few years, we‘re going to 
have authentic AI systems that are going to be bet-
ter decision makers than humans on things that 
are not that important. […] So American compa-
nies are going to be able to do performance man-
agement completely automated within two years. 
And in Europe we‘re still going to have to have 
huge HR departments of people filling out form, 
telling you, you did five or you did four last quar-
ter, which is ridiculous because it‘s still a subjec-
tive measurement. So, it‘s not that it‘s any fairer 
in Europe. It‘s just because we decided that we‘re a 
little scared of the machines, and we want to have 
human in the loop. And because it sounds good. 
And so that‘s an issue I see in the future.” (Euro-
pean AI company)

As a result, many interviewees worry that the AI Act 
could undermine Europe’s global competitiveness. 
They warn of a potential erosion of technological 
sovereignty, as compliance demands draw resources 

Regulatory asymmetries between large and small 
companies also play out in the marketplace, where 
perceived compliance becomes a competitive advan-
tage. Clients increasingly gravitate toward large, es-
tablished providers, assuming their solutions are 
more compliant and therefore pose less risk.

“The big providers like Adobe or Microsoft already 
offer a solid basis and take their obligations seri-
ously, but among mid-sized and smaller tool ven-
dors we still see major deficits.” (Jungheinrich AG)

At the same time, regulatory complexity and uncer-
tainty are seen as deterrents to new entrants. Several 
respondents voiced broader concerns that Europe’s 
well-intentioned regulatory environment may inad-
vertently discourage entrepreneurial experimenta-
tion and stifle innovation.

“The EU AI Act adds […] another layer of complex-
ity [and] [...] scares […] startups” (Dr.-Ing. Julia 
Hoxha, CEO Zana Technologies GmbH) 

These accounts suggest that the AI Act may inadver-
tently reinforce existing market hierarchies. While 
large firms can leverage compliance as a signal of re-
liability and trust, smaller firms face rising barri-
ers to entry. The resulting disparities risk consoli-
dating market power among established players and 
discouraging innovation and experimentation among 
startups and SMEs – the very segment expected to 
drive much of Europe’s AI development. 

Companies anticipate that these combined implica-
tions will ultimately hamper innovation in Europe, 
warning that “[t]hat we ultimately end up deterring 
innovation and effectively stifling this drive to in-
novate” (Doreen Soeder, Head of Compliance, Tiplu 
GmbH). Companies thus raise concerns regarding the 
AI Act’s potential impact on Europe’s global compet-
itiveness. Several note that the Act’s compliance re-
quirements risk concentrating market power among 
large companies – especially U.S.-based technol-
ogy firms – because these firms can more easily ab-
sorb regulatory costs. As a result, SMEs in the Eu-
ropean market may face a structural disadvantage. 
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Taken together, the findings show that the AI Act is 
reshaping market behavior and organizational strat-
egy, even before it is fully enforced. Compliance has 
become a factor in competitive positioning, influ-
encing investment decisions and procurement prac-
tices. Yet this early adaptation also exposes structural 
imbalances: large firms can absorb uncertainty and 
even leverage compliance as a competitive strength, 
while smaller actors face growing administrative bar-
riers and reduced room for innovation. At the same 
time, civil society voices stress that the Act’s signifi-
cance extends beyond market competition, framing it 
as a democratic instrument for ensuring accountabil-
ity, transparency and the protection of fundamental 
rights in technological development. The challenge, 
they argue, lies in ensuring that Europe’s commit-
ment to rights and accountability does not come at 
the expense of its capacity to innovate and compete 
globally.

4.	 Proposed actions

Beyond identifying challenges and unintended con-
sequences of the EU AI Act, interviewees also offer a 
wide range of suggestions for improving its imple-
mentation and long-term viability. Across stake-
holder groups, there is broad agreement that the 
Act’s success will depend primarily on how it is op-
erationalized in practice. Rather than reopening the 
legislation, stakeholders emphasize the need for re-
finement – pragmatic adjustments rather than struc-
tural overhaul. One of the most frequently mentioned 
proposals concerns the implementation timeline, 
which is widely viewed as overly ambitious given de-
lays in finalizing technical standards and guidance 
documents.

“[We are faced with an] overly ambitious process 
and timeline. The easy solution is, looking at it 
with hindsight would have been just a longer im-
plementation timeline. Basically, instead of 2025, 
August 2nd, it would have been 2027. They would 
have created three years for themselves to actually 
figure out what all this stuff means.” (European AI 
company)

away from innovation and inadvertently deepen Eu-
rope’s dependence on external technologies and 
models. 

“Others are moving ahead at tremendous speed, 
while we’ll end up becoming dependent on their AI 
systems. Here is the thing: Generative AI systems, 
particularly LLMs, are mindset machines. As a re-
sult, through the mindsets embedded in their lan-
guage models, our European culture will end up 
being dominated by them. And ‘culture’ here in-
cludes all our economic and social ways of think-
ing.” (Carsten Kraus)

Finally, divergent regulatory frameworks across ju-
risdictions are seen to further complicate interna-
tional deployment. Companies operating globally 
face mounting compliance fragmentation that slows 
product rollouts and multiplies administrative work. 

As a counterpoint, civil society representatives chal-
lenge the narrative that AI regulation poses a threat 
to Europe’s competitiveness. Rather than viewing the 
AI Act as an obstacle, they see it as a necessary step 
toward embedding democratic values and account-
ability in technological development. From this per-
spective, Europe’s slower pace reflects deliberation 
and robust democratic processes that prioritize over-
sight and rights protection over unrestrained techno-
logical acceleration.

„We don’t even know yet how the provisions of 
the AI Act will work in practice, but people already 
suggest that the EU will stifle innovation […] [But] 
what kind of innovation, and for whom? Does it 
serve the common good or just those who con-
trol those technologies? The AI Act was drafted in 
a lengthy and intense legislative process. It should 
now be respected and enforced – instead of try-
ing to open the whole package once more in favor 
of certain stakeholders with huge lobbying power. 
Now, it will simply take time to find out where ad-
justments might be needed. I don’t believe Europe 
will fall into misery if we start enforcing the AI Act 
now […].“ (Michael Kolain, Head of Policy, Zen-
trum für Digitalrechte und Demokratie) 
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Civil society organizations, by contrast, take a more 
critical view of broad calls for extending the timeline, 
warning that such measures could risk reopening the 
AI Act itself and undermine its implementation. 

“I fear that postponing them would ease the pres-
sure, leading us to have the same discussions a 
year later. From other areas, we know that public 
enforcement tends to be quite lenient at this stage, 
and in practice, there will also be a lack of person-
nel in the authorities to conduct proceedings. As 
a result, there will already be a de facto enforce-
ment moratorium. A formal moratorium, however, 
would have the disadvantage that even deliberate 
and very serious violations could not be pursued.” 
(Jürgen Bering, Gesellschaft für Freiheitsrechte)

“I’m very skeptical about postponing the imple-
mentation period – that’s exactly what Big Tech is 
working toward right now. […] They deliberately 
delay the process, raising countless concerns at 
the last minute to push the timeline back and then 
argue that the application should also be post-
poned.” (Michael Kolain, Head of Policy, Zentrum 
für Digitalrechte und Demokratie)

If at all, a more targeted solution is proposed, such 
as a temporary moratorium for SMEs, whereby “in 
the first two years, small and medium-sized enter-
prises won’t face strict enforcement … to account for 
the specific circumstances of SMEs” (Michael Ko-
lain, Head of Policy, Zentrum für Digitalrechte und 
Demokratie).

Interviewees also emphasize that beyond adjusting 
deadlines, the manner of enforcement will be deci-
sive for the Act’s success. They argue that compliance 
should not rely on immediate sanctions but should 
be accompanied by mechanisms that allow organi-
zations to learn, adapt and build capacity over time. 
Regulatory sandboxes, some of which are already 
being piloted under the AI Act, are frequently cited as 
a practical means to bridge this gap. Such environ-
ments would enable companies to experiment with 
compliance procedures before penalties apply, fos-
tering a culture of learning rather than fear. 

More broadly, interviewees stress that the timeline 
does not reflect the planning cycles of businesses, 
which operate on much longer development and sales 
rhythms.

“I still think it would be good to reconsider the 
transition periods – especially with regard to the 
different timelines, including those for high-risk 
systems. I find next August to be quite ambitious, 
given how many things are still unclear, to be 
honest. The same goes for sales and development 
cycles; it somewhat misses the reality that compa-
nies need a certain degree of planning certainty.” 
(SME, legal tech)

This perceived mismatch between regulatory ambi-
tion and practical feasibility is particularly acute for 
SMEs, which rely on timely access to technical stan-
dards to avoid costly legal consultation.

“In that regard, it’s clear that the big problem is 
that the technical standards under Article 40 won’t 
be completed in time. As a result, SMEs in partic-
ular won’t have the opportunity to access the cen-
tral AI compliance tool of the AI Act to avoid in-
curring huge legal costs. That’s one of the major 
issues, because these standards will very likely only 
be finalized around mid-month in August 2026 
– yet by then, companies are already required to 
comply with the relevant provisions. Even if you 
managed to get it done within three months, by 
August, it wouldn’t help.” (SME, legal tech)

Interviewees also emphasize that extending the 
timeline should be seen as an opportunity for mutual 
learning between regulators and industry, not simply 
as a postponement of compliance.

“It doesn‘t mean that I say to our teams: okay, it’s 
delayed, you can stop, you can relax, you can take 
your coffee. […] It means that we just have more 
time. And also, as I said, it‘s education to both 
sides. So, we explain to them what we do and how 
the technology can be adapted to what they want. 
And they explain to us what exactly they expect 
from the manufacturers.” (SAP)
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eral interviewees argue that the regulatory framework 
should provide corrective opportunities when compa-
nies act in good faith but lack full understanding.

“And that’s why I think approaches that don’t put 
sanctions front and center, but instead emphasize 
support in cases of misconduct, are so important. 
Why not say: [Company X] didn’t act negligently 
– they did the best they could, but they simply had 
gaps in knowledge or implementation. So, let’s 
give they the time to correct that. Why immedi-
ately throw around millions in fines? Risk and 
punishment shouldn’t be the main focus, because 
then we lose opportunities. That’s where we need 
to act – that should be the goal of this reform pro-
cess.” (Industrial engineering company)

Company representatives consistently emphasize 
that the effective implementation of the AI Act de-
pends on clear, coordinated and well-supported 
guidance structures. Across interviews, they express 
frustration with the lack of accessible, practical in-
formation that translates complex legal requirements 
into actionable steps for developers and operators.

 “And clear guidelines are needed; when those 
guidelines exist, they should really be explained in 
a practical way. Not a 1,000-page legal text, but 
something short and concise. The Code of Practice 
is a good start, but it’s another 100 pages. What’s 
really needed is something that feels more like a 
20-page brochure.” (Maria Zerhusen, Head of Re-
search, Empion GmbH)

Companies argue that compliance would be far more 
attainable if the European Commission and national 
authorities provided predefined compliance tem-
plates and technical standards that could be directly 
used by AI developers. Such tools would not only re-
duce legal uncertainty but also ease the administra-
tive effort currently required.

“Yes, what I find unfortunate is that companies 
are very quickly left on their own – also when it 
comes to registration. I would really like the EU 
to at least provide some kind of framework solu-

“In order for innovators to thrive, enforcement 
shall only be pursued when solid compliance 
mechanisms, such as standards and sandboxes, are 
fully in place. Forcing enforcement prior to these 
conditions means dropping unnecessary burdens 
on SMEs.” (European DIGITAL SME Alliance)

The perceived absence of adequate supporting struc-
tures is regarded as a key obstacle. Without clear 
technical standards or supportive transition mech-
anisms, companies – especially SMEs – struggle to 
meet requirements while maintaining momentum for 
innovation.

“But as long as they don’t exist yet – at least not 
for us in relation to the AI Act – there should ei-
ther be clearer guidance on what exactly needs to 
be done, or the enforcement should be more le-
nient, or simply wait, so as not to create this gap. 
Otherwise, we’ll just end up discouraging compa-
nies and effectively taking the drive for innova-
tion out of them.” (Doreen Soeder, Head of Com-
pliance, Tiplu GmbH)

Respondents stress that such sandboxes should not 
be left to industry alone but developed in close collab-
oration with regulators to ensure both legitimacy and 
accessibility. Publicly funded initiatives could lower 
participation barriers, particularly for smaller firms.

“This would work if done in collaboration with 
the regulators, not as a private initiative where 
one big player hosts a ‘sandbox’ and everyone else 
just shows up. We need true collaboration. Fur-
thermore, SMEs and early-stage companies need 
to get financial support to test, apply guardrails, 
and learn in a real environment without having 
to build a full regulatory department before they 
have even figured out the product itself. Govern-
ment-supported sandboxes could level the play-
ing field and accelerate safe innovation, instead of 
slowing it down.” (Dr.-Ing. Julia Hoxha, CEO Zana 
Technologies GmbH)

This emphasis on support before sanction resonates 
across sectors. Rather than prioritizing penalties, sev-
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“We are awaiting [...] guidance on high-risk AI 
systems classification at the moment. Also, many 
things will depend on the national authorities that 
will be in charge of supervising and enforcing the 
law over the high-risk AI systems’ providers in the 
capitals.” (SAP)

“There are still some interpretation questions re-
garding the AI Act, where we are waiting for guid-
ance from the EU AI office, as to enable us also to 
facilitate and simplify the classification of AI use 
cases.” (N26)

Participants further call for central points of contact 
and unified oversight bodies to avoid fragmented re-
sponsibilities across EU and national authorities, en-
suring accessibility for companies and citizens alike.

“You can‘t simply say, „We‘re implementing this 
now,“ when the supervisory authorities are still 
missing – that simply doesn‘t work. The Commis-
sion‘s AI Office may be ready, but at the national 
level – where market surveillance and oversight 
should take place – structures are still largely lack-
ing. Without them, the practical implementation of 
the AI law and sanctions remains difficult.“ (Maria 
Zerhusen, Head of Research, Empion GmbH)

Finally, SMEs stress that accessible guidance must 
be paired with targeted institutional support, includ-
ing dedicated points of contact and funding oppor-
tunities to help smaller firms compensate for limited 
legal and compliance capacities. Such measures, they 
argue, would not only promote fairness but also en-
sure that regulatory compliance becomes an achiev-
able goal rather than a competitive disadvantage.

From a civil society perspective, effective oversight 
requires not only coordination among authorities but 
also transparency and public accessibility through a 
central point of contact that allows citizens to navi-
gate the system easily.

“There’s also the issue of enforcement and over-
sight structures. In Germany, there really needs to 
be careful consideration of how to implement this 

tion for registering use cases. Right now, everyone 
is just muddling through on their own.... I’d really 
like to see more support for companies, tools that 
actually help with regulatory compliance and offer 
guidance....There should be much more emphasis 
on this, because it would also help smaller com-
panies engage more effectively with these issues.” 
(Industrial engineering company)

Civil society representatives echo this demand inso-
far as they recognize that the development of tech-
nical standards will be crucial for translating legal 
norms into operational practice. Standardization, 
they argue, is essential for bridging the gap between 
high-level legal principles and the concrete realities 
of development work.

“There are legal requirements in the AI Act, which 
are then translated into harmonized technical 
standards. When an IT expert or programmer says, 
‘Here is a standard that needs to be implemented 
in our product’ they will know what to do; but if 
you just tell them, ‘Here is the law,’ they don’t. […] 
That’s why I consider standards an extremely im-
portant instrument [...]. I’ve worked in standard-
ization myself and learned how to break things 
down to a level that can be implemented in prod-
ucts.” (Michael Kolain, Head of Policy, Zentrum für 
Digitalrechte und Demokratie)

Beyond technical standards, firms practical solutions 
such as a “one document” approach to counteract 
what they perceive as excessive documentation bur-
dens.

“This ‘one document’ approach is extremely im-
portant. We assume that in a year or two, almost 
every piece of software we use will include AI. That 
doesn’t help us at all, because it means that if we 
don’t counteract this with proper regulation, next 
year we’ll spend all our time just documenting.” 
(Industrial engineering company)

Companies also urge authorities to focus on providing 
consistent, practical instructions, particularly for in-
terpreting high-risk requirements.



33

Empirical findings

“Recognizing existing GDPR certification under the 
AI Act would greatly simplify compliance. If doc-
umentation already meets national requirements, 
there would be no need for duplication or re-eval-
uation – verification is already in place. This ap-
proach would respect documentation obligations 
while streamlining the process.” (Maria Zerhusen, 
Head of Research, Empion GmbH)

Several respondents point to the wealth of regulatory 
experience already available across European sectors, 
arguing that this accumulated knowledge should be 
actively incorporated into the AI Act’s implementa-
tion. 

“When it comes to structural aspects, there’s al-
ready more than enough experience – from the 
MDR, from the Machinery Directive, and now the 
Regulation. These are all things that could, in 
theory, be carried over, yet we’re facing exactly 
the same questions again at the outset. [...] If the 
right people were brought together, I think there 
could be much better expertise in handling these 
matters, including in the finer details.” (Doreen 
Soeder, Head of Compliance, Tiplu GmbH)

At the operational level, companies also call for 
greater reliance on existing standards, allowing 
well-established frameworks to be adapted to meet 
the Act’s requirements.

While civil society representatives recognize the value 
of alignment, they caution against equating har-
monization with deregulation. Simplification, they 
argue, should enhance coherence without eroding 
protections. They warn that the current political de-
bate risks using “regulatory simplification” as a rhe-
torical tool to weaken safeguards under the guise of 
efficiency. 

“I view all of this very critically, because under 
the broad term simplification – if we were liv-
ing in a different world, I’d see it quite differently 
and say, great, let’s take a look at that! But it’s 
often more of a cover for dismantling regulation 
and, consequently, for weakening the protective 

consistently, because so many different authori-
ties have already been designated, and on top of 
that, there’s the federal division of responsibilities. 
It’s crucial to ensure that this becomes a uniform 
and accessible system – something that an ordi-
nary person, someone who just wants to find out 
some information, can actually navigate. That’s 
what was originally intended, with a central point 
of contact, but it’s really important to make sure 
this doesn’t get fragmented through turf wars be-
tween the various authorities.” (CSO)

A recurring theme among company representatives 
is the need to simplify and better harmonize the reg-
ulatory landscape surrounding AI. Respondents em-
phasize that the AI Act should not stand in isolation 
but must be integrated into the broader ecosystem of 
EU digital and sectoral regulation. Interviewees call 
for clearer mapping across existing and forthcoming 
regulations, along with tools that make compliance 
more navigable across frameworks.

“What we’re really missing is something like a 
data regulation matrix... making these overlaps 
visible to avoid redundant work – is so import-
ant, because data regulation is incredibly com-
plex. It’s not just the AI Act and the Data Act; there 
are ten or fifteen other major regulations that af-
fect your business model if you work with data or 
software – like the High Resilience Act, the Data 
Governance Act, the GDPR and other new direc-
tives. I could name dozens more that play a role. 
What’s really needed – ideally supported by legis-
lators – are administrative guidelines or a kind of 
data regulation matrix that shows, for instance: if 
you meet requirement X under the AI Act, you also 
meet requirement Y under the Data Act, and so on. 
It would be great if that didn’t have to come from 
lawyers, because that’s expensive – and some-
thing we can’t easily afford.” (SME, legal tech)

Interviewees suggest that such alignment could 
be achieved through cross-regulatory recognition 
mechanisms, whereby compliance with one frame-
work would automatically satisfy equivalent provi-
sions in others.
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sure that the regulatory dialogue is not dominated by 
industry interests alone. They argue that public ac-
countability and inclusiveness must remain central to 
any mechanism for adaptive governance, especially 
as definitions and classifications take on normative 
and political significance.

Some interviewees advocate for a more trust-based 
approach to compliance, arguing that excessive ri-
gidity risks undermining both innovation and regu-
latory effectiveness. They suggest that the EU draw 
on mechanisms already in use – such as voluntary 
self-assessments, certification schemes or transpar-
ency tools – to encourage responsible behavior with-
out imposing unwarranted administrative burdens. 

 “More flexibility to the manufacturers because the 
law cannot predict every single use case and tech-
nology evolution. So, it needs to be somehow left 
to the common sense of the manufacturer, while 
providing principles for AI systems’ safety. Also, 
they need to trust the manufacturers that they 
know what they do and their business depends on 
reliable and robust technology.” (SAP)

From this perspective, company representatives 
argue that effective regulation depends on cultivating 
a culture of trust between regulators and innovators. 

At the same time, interviewees suggest that the AI Act 
should be refined rather than reopened or weakened. 
They emphasize the need for more nuanced regula-
tion that enhances precision, accountability and pro-
tection without adding unnecessary complexity. One 
proposal involves introducing a more differentiated 
risk taxonomy – additional categories between lim-
ited-risk and high-risk systems – to better capture 
technological diversity and reduce excessive compli-
ance burdens. Yet civil society representatives chal-
lenge this idea as “adding more complexity and legal 
uncertainty” (Michael Kolain, Head of Policy, Zen-
trum für Digitalrechte und Demokratie). 

Civil society representatives call for stronger safe-
guards for fundamental rights by closing existing 
loopholes, particularly in relation to remote biomet-

measures we have.” (Jürgen Bering, Gesellschaft 
für Freiheitsrechte)

Overall, these accounts highlight a shared recognition 
that regulatory harmonization is essential to mak-
ing the AI Act workable in practice – but also a con-
tested one. For companies, harmonization offers ef-
ficiency and predictability; for civil society, it raises 
concerns about weakening rights-based protections. 
The challenge lies in streamlining governance struc-
tures while preserving the normative commitments 
embedded in the EU’s digital regulatory agenda.

Company representatives further emphasize that the 
regulatory process itself must evolve to keep pace 
with rapid developments in AI. They argue that the 
current pace and rigidity of EU lawmaking are mis-
aligned with the fluid, iterative nature of AI inno-
vation. Rather than treating regulation as a static 
framework, they call for a more adaptive legisla-
tive process that allows for continuous feedback and 
technical iteration as technologies advance.

“The key issue is that legislation must respond as 
quickly as possible to technological change – es-
pecially in AI. Every two months, a new model 
comes out. Every six months, we have a new chip 
generation. And in that same time frame, legisla-
tors might have met three times – by which point 
we already have entirely new models and almost 
a different AI system altogether. I definitely see a 
need for improvement here.” (SME, legal tech)

Company representatives also emphasize the need 
stronger and more structured involvement of in-
dustry actors in regulatory design. They argue that 
meaningful participation by practitioners is essen-
tial to ensure that evolving rules remain grounded 
in technical realities and market dynamics. In their 
view, expert panels that combine scientific and prac-
tical expertise could help develop shared definitions 
and maintain relevance in fast-evolving areas such as 
generative or agentic AI.

At the same time, civil society representatives call 
for broader participation in these processes to en-
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Taken together, these proposals point to the grad-
ual refinement of the AI Act into a more adaptive and 
practicable framework. Interviewees emphasize the 
importance of shaping the Act into a dynamic gover-
nance system – one that evolves with technological 
and societal change while strengthening protections 
without constraining innovation.

C.	 Interim conclusion

The interviews reveal a broadly positive reception of 
the EU AI Act’s objectives. Stakeholders recognize 
its potential to establish trustworthy and coherent 
AI governance, enhance legal certainty and protect 
against misuse. Yet concerns – particularly among 
companies – center on practical implementation, in-
cluding the need for regulatory clarity, manageable 
administrative burdens and coordinated guidance 
supported by technical standards. Key priorities in-
clude simplifying horizontal and sector-specific re-
quirements, harmonizing the wider EU digital regu-
latory landscape and clarifying responsibilities across 
the AI value chain. Civil society organizations likewise 
endorse the Act’s ambition but warn against reopen-
ing or weakening its provisions. They call instead 
for stronger transparency, consistent accountability 
mechanisms and the closure of loopholes, especially 
in areas such as biometric surveillance. While cor-
porate actors emphasize feasibility and operational 
practicality, civil society groups highlight demo-
cratic oversight and the protection of fundamen-
tal rights. Despite these differing emphases, there is 
broad agreement that the Act’s success will depend 
on precise guidance, robust institutional support and 
the effective translation of legal principles into oper-
ational practice.

ric identification (RBI). They stress that current ex-
emptions – especially those permitting use by police, 
law enforcement and migration authorities – pose 
significant risks to fundamental rights.

“RBI [should be] [...] more strongly regulated ex 
post. The exemptions for state use – especially 
by police, law enforcement or in migration – are 
highly critical.” (Jürgen Bering, Gesellschaft für 
Freiheitsrechte)

From this perspective, the AI Act’s legitimacy hinges 
on its ability to protect citizens from harmful uses of 
AI, not only in the private sector but also in the public 
sector. Rather than relying on a patchwork of exemp-
tions, CSO representatives call for a clear baseline of 
disclosure that guarantees accountability.

“These kinds of exemptions are not justifiable. It 
would make much more sense to establish consis-
tent transparency requirements for everyone and 
introduce a legal baseline – a minimum thresh-
old of disclosure – that actors can always choose to 
exceed if they wish.” (CSO)

To this end, CSO representatives highlight the need for 
“strong and meaningful fundamental rights impact 
assessments” (CSO), supported by clear guidance and 
mechanisms for public accountability. They criticize 
what they view as the Commission’s overly minimalist 
approach, warning that reducing compliance obliga-
tions too far risks rendering the exercise ineffective. 

“The Commission is tasked with developing a 
questionnaire for fundamental rights impact as-
sessments, but they’re thinking about it in a very 
minimalist way – trying to avoid any additional 
compliance burden. But that makes it useless. In 
some countries, like the Netherlands, we already 
see more effective approaches. You need to pro-
vide good materials and clear guidance: What are 
the fundamental rights risks, how have I assessed 
them, and – most importantly – make this public. 
It must be traceable what fundamental rights risks 
I have considered. We are currently working with a 
group to develop a proposal for this.” (CSO)
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an area central to fundamental rights protection in an 
era of expansive digital surveillance capabilities.

Article 26(10) requires authorization for post-remote 
biometric identification in law enforcement investi-
gations, but it does not limit such deployments to se-
rious crimes. Instead, the provision permits use for 
“a specific criminal offense,” without adopting the 
gravity threshold outlined in Article 5 and Annex II, 
which restrict real-time biometric identification to 
serious offenses carrying substantial custodial pen-
alties. Scholars have noted that post-event biomet-
ric searches can replicate many of the surveillance ef-
fects associated with real-time systems, since both 
can facilitate pervasive monitoring and deter partic-
ipation in public life (Giannini & Tas, 2024; Gabrielli, 
2025). This absnce of a seriousness criterion intro-
duces a structural risk that biometric identification 
could be used to target conduct that, while criminal-
ized domestically, remains protected under Union 
fundamental rights doctrine. For example, partici-
pation in a peaceful LGBTQ+ parade – behavior that 
certain national frameworks have treated as criminal, 
as discussed in analyses of restrictive assembly laws 
in Member States such as Hungary (Anderson, 2025) 
– illustrates this danger. Research further warns 
that expansive criminal triggers may chill expression 
and assembly, particularly among vulnerable groups 
(Warthon, 2023; Raposo, 2022), and that the AI Act 
grants broad discretion to Member States in ways that 
may lead to uneven levels of protection (Paolucci, 
2024; Tracol, 2025). Evidence that AI systems can 
infer sensitive attributes such as sexual orientation 
from facial data underscores the stakes for minority 
communities (Wang & Kosinski, 2018). The absence 

As part of its “simplification” agenda, the European 
Commission has announced a digital omnibus pack-
age planned for late 2025 or early 2026, aimed at re-
ducing bureaucratic reporting requirements for 
companies and harmonizing the digital regulatory 
framework, including European AI regulation and 
thus the AI Act. While some civil society represen-
tatives describe this initiative as opening Pandora’s 
box, others – particularly industry participants – see 
it as an opportunity to incorporate practical imple-
mentation experience and adapt legislation to rapid 
technological change. In the following nine sections, 
we make targeted suggestions informed by the em-
pirical findings.2 

1.	� Prohibitions (Art. 5): Post-remote 
biometric identification

Article 5 prohibits AI practices deemed incompati-
ble with Union values and includes detailed restric-
tions on real-time RBI in public spaces. Post-remote 
biometric identification (ex post RBI), however, re-
ceives only limited treatment through Article 26(10) 
and three nonbinding principles in Recital 95: pro-
portionality, the prohibition of indiscriminate sur-
veillance and the prevention of circumvention. This 
approach delegates substantive regulation to Mem-
ber States and creates significant inconsistencies in 

2	 The authors note that the proposals and analysis sections 
of this study also draw on their own professional expe-
rience and judgment, which may extend beyond or di-
verge from the empirical findings. Any views expressed 
in these sections should therefore not be understood as 
representing the perspectives of the interview partici-
pants.

III.	Policy suggestions
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on real-time RBI. Narrow exceptions could be main-
tained, but only in parallel with those governing re-
al-time RBI – allowing use solely in cases involving 
severe crimes listed in Annex II and only by police or 
other competent law enforcement authorities.

2.	� High-risk provider regulation (Art. 
6-24 AIA): Toward a more sectoral 
approach

The interviews suggest two avenues for shifting the 
AI Act toward a more sector-tailored structure. First, 
certain items could be removed from Annex III and 
incorporated into dedicated sectoral instruments 
in areas such as employment, creditworthiness as-
sessment and insurance supervision. Second, it may 
be useful to subject sectors already governed by ex-
isting regulatory frameworks to corresponding sec-
tor-specific revisions, which would require reclas-
sifying them from Annex I A to Annex I B. The sole 
consequence of such a shift would be that regimes 
currently listed under Annex I A would fall outside the 
direct scope of the AI Act and would instead require 
explicit modernization by a fixed deadline – for ex-
ample, Aug. 2, 2028. Interviews and workshop dis-
cussions indicate that human oversight is the central 
theme most in need of such adaptation. Any sector 
that fails to implement an AI-relevant amendment by 
Aug. 2, 2028 would automatically revert to Annex I A, 
ensuring continued AI-specific coverage. It is there-
fore essential that such updates not be deferred in-
definitely or risk leaving some sectors without neces-
sary alignment.

With these caveats in mind, this section proposes tar-
geted removals from the high-risk category and ad-
vocates for sector-specific regulatory approaches in 
two key areas: Annex III (employment and finance); 
and Annex I A (New Legislative Framework sectors).

a)	 New high-risk sectors (Annex III)

Annex III of the AI Act identifies several high-risk 
sectors – including employment, credit scoring and 

of a serious-crime limitation for post-remote bio-
metric identification therefore constitutes a mate-
rial deficiency that undermines effective and uniform 
protection of dignity, privacy, freedom of expression 
and freedom of assembly across the Union.

Notably, the GDPR and the Law Enforcement Direc-
tive (LED) do apply to such cases and already prohibit 
certain forms of ex post RBI (see European Commis-
sion, 2025, para. 429). Even so, both frameworks – 
like the AI Act – delegate core regulatory discretion to 
Member States. For example, Article 10(a) of the LED 
permits the use of biometric data on the basis of any 
“Member State law” that meets constitutional re-
quirements, creating a notably permissive pathway. 
As a result, fundamental rights protections remain 
uneven across the Union.

The temporal distinction between real-time and ex 
post RBI also offers little meaningful protection in 
practice. Law enforcement authorities can simply re-
cord public spaces continuously and apply biomet-
ric identification days later, achieving the same sur-
veillance effects while avoiding the restrictions of 
Article 5. Civil society organizations interviewed for 
this study stressed that applying facial recognition 
to footage of demonstrations days after the fact pro-
duces the same chilling effects on democratic partici-
pation as real-time processing. Citizens cannot know 
whether lawful participation in public life will expose 
them to future surveillance-based consequences.

Delegating ex post RBI regulation to Member States 
leads to predictable problems. Countries with strong 
rule-of-law traditions may implement robust safe-
guards, while others – particularly those experienc-
ing democratic backsliding – may exploit the regu-
latory gap to expand surveillance practices, as initial 
reports suggest (Anderson, 2025). This inconsistency 
leaves the protection of citizens’ fundamental rights 
dependent on geography rather than harmonized EU 
standards.

Given these risks, Article 5 could explicitly prohibit 
ex post RBI in publicly accessible spaces for law en-
forcement purposes, mirroring the restrictions placed 
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lationships and aligns more coherently with existing 
and forthcoming labor law initiatives, including the 
Platform Work Directive.

ii. Credit scoring and insurance

Credit scoring and insurance applications like-
wise merit removal from the high-risk category in 
Annex III. These sectors already operate under com-
prehensive regulatory frameworks that govern al-
gorithmic decision-making and risk management. 
Existing credit scoring rules and financial services di-
rectives create overlapping – and at times duplica-
tive – requirements alongside those in the AI Act. 
Recent scholarship demonstrates that this redun-
dancy imposes compliance burdens without deliver-
ing meaningful gains in consumer protection (Cordes 
& Hacker, 2025; Hacker, 2024; Hacker & Eber, 2025; 
Mazzini & Bagni, 2023; see also Spindler, 2021; Lan-
genbucher, 2020, 2022; Hacker & Passoth, 2020). The 
banking and insurance sectors have developed man-
datory and sophisticated risk management protocols 
for validating AI systems, many of which exceed the 
AI Act’s horizontal requirements in granularity and 
rigor. These sector-specific frameworks offer more 
nuanced and effective governance mechanisms than 
the AI Act’s more general, cross-sector approach. 

Financial institutions face substantial challenges in 
determining which horizontal AI Act requirements 
exceed their existing regulatory obligations and 
therefore require additional compliance measures 
beyond established sectoral rules.

In this landscape, Article 17(4) stands out as a rare 
example of successful regulatory integration. It al-
lows financial institutions to rely on governance sys-
tems established under frameworks such as CRD IV 
to meet the AI Act’s quality management require-
ments. The provision recognizes that Union finan-
cial services legislation already mandates equivalent 
controls in areas such as risk management and com-
pliance oversight. Institutions may therefore sat-
isfy the AI Act’s quality management obligations 
through existing mechanisms. However, this integra-
tion remains limited. Article 17(4) explicitly excludes 

insurance – that, while generally regulated, have 
not previously been part of the EU’s specific product 
safety regime. We begin with these domains.

i. Employment

The employment sector presents the strongest case 
for removal from Annex III. This is not because work-
place AI systems pose minimal risks – on the con-
trary, they present significant and specific risks to af-
fected individuals. Rather, their regulation could be 
shifted into a dedicated directive on AI in the work-
place. 

Recent discussions in the European Parliament in-
dicate growing legislative support for this approach. 
A dedicated instrument would interface more ef-
fectively with the Platform Work Directive (PWD) 
and help eliminate contradictions between the two 
frameworks. For instance, while the AI Act prohib-
its emotion recognition in the workplace but allows 
it for medical or safety reasons, the PWD lacks a cor-
responding exemption. These rules and their excep-
tions should be harmonized.

Furthermore, Article 114(2) TFEU creates constitu-
tional barriers to the current framework by explicitly 
excluding “provisions relating to the rights and in-
terests of employed persons” from internal market 
harmonization under Article 114(1) – the legal basis 
of the AI Act’s employment provisions (see Recital 3 
AIA). As a result, specific worker-rights provisions in 
the Act (Articles 26(7) and 85–86) risk falling outside 
the permissible scope of Article 114(1), potentially vi-
olating Article 114(2). In other words, several employ-
ment-related rules in the AI Act may no longer qual-
ify as product regulation strictu sensu and thus exceed 
the Act’s legal basis. 

A separate directive passed under Article 153 TFEU 
would resolve these constitutional concerns and en-
sure proper consultation with social partners, as re-
quired by EU social policy procedures under Article 
154 TFEU. Such a participatory process would likely 
yield a more balanced and effective framework – one 
that reflects the distinct dynamics of employment re-
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ing regulatory obligations that neither strengthen 
consumer protection nor foster innovation.

Conversely, a targeted removal of these cases from 
Annex III would streamline the scope of the AI Act 
while preserving strong protections through exist-
ing sectoral frameworks. Crucially, by updating sec-
tor-specific regulations in areas where the AI Act 
goes beyond current rules – for instance, the human 
oversight provisions in Article 14 – the fundamental 
rights and interests of affected persons would remain 
fully safeguarded. 

b)	� Toward more sectoral rules: From an 
annex I A to an annex I B logic

The current bifurcation between Annex I A and Annex 
I B in the AI Act creates an artificial regulatory divide 
that complicates coherent AI governance. Annex I A 
places products already regulated under the New Leg-
islative Framework (NLF) – such as medical devices, 
machinery and toys – under the direct application 
of the AI Act. Annex I B, by contrast, requires sec-
tors governed by legislation under the Old Legislative 
Framework (OLF) – including automotive, transpor-
tation and aviation – to incorporate AI Act principles 
through subsequent regulatory updates. This distinc-
tion lacks substantive justification and produces sig-
nificant implementation challenges.

A core question therefore arises: should all AI appli-
cations currently covered under Annex I A transition 
to an Annex I B model? Under such an approach, these 
sectors would fall outside the direct scope of the AI 
Act and would instead be required to update their re-
spective sectoral regulations to incorporate relevant 
AI governance principles. 

i. Healthcare

Healthcare illustrates these structural challenges 
particularly clearly. Medical AI systems face duplica-
tive requirements under both the AI Act and the Med-
ical Device Regulation (MDR). The MDR already sets 
out comprehensive safety and performance require-

post-market surveillance, incident notification and 
documentation protocols. These areas constitute dis-
tinct AI Act obligations that financial institutions 
must implement through separate operational pro-
cesses. The delineation provides valuable clarity by 
identifying where additional AI Act compliance is re-
quired beyond existing sectoral rules (Hacker, 2024; 
Hacker & Eber, 2025; see also Langenbucher, 2020).

The scope of Article 17(4) reveals a critical limita-
tion: the integration mechanism applies only to qual-
ity management systems. It offers no guidance for 
reconciling other AI Act requirements with sectoral 
frameworks. Articles 9 through 15 impose extensive 
obligations relating to risk management, data gov-
ernance, technical documentation, record-keep-
ing, transparency, human oversight and accuracy. 
Financial institutions must navigate these require-
ments without clear instructions on how they align 
with parallel duties under banking, insurance and se-
curities regulation (Cordes & Hacker, 2025). This reg-
ulatory gap forces institutions to maintain poten-
tially duplicative compliance structures. The absence 
of comprehensive integration provisions across all AI 
Act requirements undermines regulatory efficiency 
and creates unnecessary compliance burdens.

If credit scoring and insurance remain in Annex III, 
the financial sector will require integration mecha-
nisms that extend well beyond quality management 
to cover the full spectrum of AI Act obligations. Fi-
nancial service providers and insurers currently face 
the difficult task of mapping overlaps between the 
AI Act and existing frameworks, including the credit 
scoring provisions in Articles 142 et seq. of the Cap-
ital Requirements Regulation, nondiscrimination 
rules such as Section 19 of the German General Equal 
Treatment Act, and sectoral administrative instru-
ments such as the AI validation requirements under 
MaRisk (Minimum Requirements for Risk Manage-
ment), particularly AT 4.3.5. A comprehensive anal-
ysis of MaRisk reveals extensive duplication of reg-
ulatory requirements (see, for example, Cordes & 
Hacker, 2025). Without such comprehensive align-
ment, credit scoring and insurance applications will 
continue to face overlapping and potentially conflict-
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introduces unnecessary complexity. Manufacturers 
must navigate potentially conflicting technical stan-
dards and documentation requirements without a 
clear hierarchy or defined integration mechanisms. 
Unlike the financial sector, there is no provision anal-
ogous to Article 17(4) of the AI Act that would allow 
regulated entities to rely on existing governance 
structures (Hacker, 2024). As a result, it remains un-
clear which – if any – additional AI Act obligations 
manufacturers must fulfill beyond those stipulated in 
the MR.

iii. From Annex I A to I B

The implementation challenges emerging across 
Annex I A sectors highlight the limitations of apply-
ing horizontal AI rules to products already governed 
under the NLF. These difficulties suggest that re-
moving such sectors from direct AI Act application 
– and instead requiring targeted adaptations of sec-
toral market access regulations – would yield more 
effective and coherent governance. Moving toward an 
Annex I B approach across all NLF sectors would es-
tablish a more consistent regulatory philosophy: for 
sectors already subject to product safety legislation, 
the AI Act would operate as a framework instrument 
that mandates sector-specific updates rather than 
imposing direct horizontal obligations. 

In this model, the revised AI Act would need to clar-
ify that existing harmonized standards under the 
NLF remain in force and that the NLF logic contin-
ues to apply uninterrupted. The only change would 
be that NLF legislation would no longer intersect di-
rectly with the AI Act but would instead be subject to 
mandatory updates by a fixed deadline – for example, 
August 2028. Based on our interviews and workshop 
discussions, these updates would primarily concern 
human oversight requirements. If a sector fails to im-
plement the necessary AI-relevant update by August 
2, 2028, it would automatically revert to Annex I A to 
ensure continued AI-specific coverage. This model, 
in our view, better reflects sectoral expertise, reduces 
regulatory fragmentation and enables more tailored 
responses to AI-related risks within specific domains. 
Legislative bodies would retain clear obligations to 

ments for software as a medical device. Adding a par-
allel layer of AI Act obligations introduces compliance 
complexity without delivering clear safety benefits 
(see Yeung, 2025, pp. 14–17, for comparison of risk 
management alone). For example, Article 15(1) of the 
AI Act requires medical AI systems to demonstrate 
appropriate “accuracy.” Yet accuracy is widely re-
garded as a misleading performance metric in med-
ical contexts (Hicks et al., 2022). Reflecting this, the 
MDR mandates a rigorous clinical evaluation pro-
cess and a positive benefit–risk ratio (Articles 61 and 
2(24), as well as Annex I, including Sections 1 and 8; 
see also Medical Device Coordination Group, 2020), 
rather than relying on a simplistic accuracy rate. In-
terviewees also raised concerns about the sequencing 
of CE marking – specifically, whether it should occur 
before or after clinical trials – and about how sub-
stantial modifications to AI-enabled medical devices 
should be handled, including when additional confor-
mity assessments are required.

Recent developments in agentic AI systems, as an-
alyzed in Freyer et al. (2025), underscore how rap-
idly evolving medical AI capabilities require flexible 
and sector-specific regulatory responses. The MDR’s 
established mechanisms for clinical evaluation and 
post-market surveillance offer a more appropriate 
foundation for governing these emerging technol-
ogies than the AI Act’s generic horizontal require-
ments. Updating the MDR with targeted AI-specific 
provisions would enable more precise and sector-in-
formed regulation grounded in medical expertise and 
tailored to patient safety priorities.

ii. Machinery

Manufacturing presents parallel challenges. The 
overlap between AI Act requirements and the new 
Machinery Regulation (MR) creates significant dif-
ficulties for AI-enabled industrial systems (Giovan-
none, 2025). The MR already embeds safety require-
ments for autonomous and AI-driven machinery and 
addresses the specific risks associated with indus-
trial applications through established conformity as-
sessment procedures. Layering additional AI Act ob-
ligations on top of this calibrated sectoral framework 
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that complement – rather than duplicate – nondis-
crimination law. Where nondiscrimination law does 
apply (for example, when data is compiled specif-
ically for employment screening), Article 10 could 
explicitly defer to those established frameworks. 
Where it likely does not apply (for example, in gener-
al-purpose data collection, see Hacker, 2021), it may 
be more appropriate for Article 10 to provide clear, 
standalone quality criteria without invoking nondis-
crimination obligations that lack a solid legal basis. 
Such criteria could include, where feasible, measures 
of dataset composition and balance.

Second, the exception in Article 10(5) allowing the 
processing of sensitive data for bias detection and 
correction requires both material and temporal ex-
pansion. Currently limited to high-risk systems, the 
exception fails to reflect that meaningful bias mit-
igation benefits all AI applications. Low-risk sys-
tems can still produce discriminatory outcomes, and 
restricting access to debiasing tools creates a per-
verse incentive: developers may avoid bias testing al-
together for fear of violating Article 9 GDPR (cf. Van 
Bekkum & Zuiderveen Borgesius, 2023). For this rea-
son, the Article 10(5) exception could apply to all AI 
systems where developers can demonstrate a genuine 
bias-mitigation purpose. 

More critically, the provision in Article 10(5) must 
apply before the general obligations of Article 10 take 
effect. As written, the provision creates a temporal 
paradox: developers may use sensitive data for debi-
asing only after their systems are already required 
to comply with Article 10. This defeats the purpose 
of enabling proactive bias mitigation during the year 
preceding the application of the high-risk rules. The 
provision could therefore state explicitly that pro-
cessing for bias assessment and mitigation may begin 
during system development, before market place-
ment, and before the current August 2, 2026 deadline.

Third, it is essential to clarify that Article 10(5) pro-
vides only a derogation from Article 9 GDPR’s pro-
hibition on processing sensitive data, and does not 
constitute an independent legal basis under Article 
6 GDPR (Kilian/Schefzig, 2025, para. 68; cf. also Van 

align sectoral regulations with AI Act principles, but 
implementation would occur through established 
sectoral channels – drawing on familiar stakeholder 
engagement processes and existing technical stan-
dardization structures.

c)	 Data and data governance (Art. 10)

The AI Act’s data governance regime in Article 10 
could be restructured to prevent the creation of con-
flicting standards with existing nondiscrimination 
law while enabling effective bias mitigation. Four re-
forms appear particularly useful (see also Hacker, 
2021; Van Bekkum, 2025).

First, Article 10 could reflect the limited applica-
bility of nondiscrimination law to mere data-cura-
tion activities (see Kilian/Schefzig, 2025, para. 15). As 
the Court of Justice clarified in Associazione Avvoca-
tura per i diritti LGBTI and Feryn,3 EU nondiscrimina-
tion law extends to preparatory activities only when 
specific criteria are met: a concrete link to protected 
activities, decisive influence on outcomes and suf-
ficient publicity. The internal compilation of train-
ing data for general-purpose AI models will often not 
meet these criteria (Hacker, 2021). Once such models 
are deployed in high-risk settings, however, Article 
10 applies by virtue of Article 25(1)(c).

Article 10’s references to bias detection and mitiga-
tion can therefore be misleading, as they imply that 
nondiscrimination law automatically governs all da-
ta-curation activities. For instance, Article 10(2)(f) 
requires an “examination in view of possible biases 
that are likely to affect the health and safety of per-
sons, have a negative impact on fundamental rights 
or lead to discrimination prohibited under Union law 
[…].” This creates a misalignment that forces devel-
opers to navigate between Article 10’s requirements 
and nondiscrimination law’s actual scope. 

The provision could therefore clarify that its require-
ments establish independent data-quality standards 

3	 CJEU, Case C-507/18, Associazione Avvocatura per i dir-
itti LGBTI; Case C-54/07, Feryn.
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rare, classes are imbalanced, or errors carry asym-
metric consequences, accuracy can be actively mis-
leading (Lindholm et al., 2022, p. 86 et seqq.). In 
medical diagnosis, for example, a system achiev-
ing 99% accuracy by labeling all patients as healthy 
would be catastrophically unsafe despite its impres-
sive score (Hicks et al., 2024). What matters instead 
is sensitivity (capturing actual cases) and specific-
ity (avoiding false alarms), with the optimal balance 
dependent on disease severity and the risks of de-
layed treatment. Similarly, in credit scoring, accu-
racy tells us nothing about whether a model exhib-
its discriminatory lending patterns (Langenbucher, 
2020). Fairness metrics – such as demographic parity 
or equalized odds – capture harms that accuracy sim-
ply ignores.

Fraud detection systems illustrate the same flaw: 
when fraudulent transactions account for less than 
1% of activity, a model predicting no fraud achieves 
99% accuracy while providing zero value. Precision  
and recall offer far more meaningful measures of 
performance when it comes to capturing the sys-
tem’s ability to identify actual fraud while minimiz-
ing false positives that inconvenience legitimate cus-
tomers. Recommendation systems also demonstrate 
the limits of accuracy. Predicting user clicks does not 
capture whether the system promotes content diver-
sity, avoids filter bubbles or supports user well-being. 
Metrics such as coverage, novelty and long-term user 
satisfaction prove more relevant in practice. Natural 
language processing applications demonstrate simi-
lar limitations: high word-level translation accuracy 
can coexist with incoherent output. Bilingual Evalu-
ation Understudy (BLEU) scores, semantic similarity 
measures and human evaluation provide a more reli-
able picture of translation quality. 

e)	 Post-market monitoring (Art. 72)

Article 72 regulates post-market monitoring by pro-
viders and requires a dedicated post-market mon-
itoring plan for all high-risk AI systems. The pro-
vision is designed to establish a basis for evaluating 
high-risk systems once they are placed on the market 

Bekkum, 2025). The current drafting risks misleading 
developers into assuming that Article 10(5) alone au-
thorizes sensitive-data processing. 

To avoid ambiguity, the text would benefit from mak-
ing clear that developers need a valid legal basis 
under Article 6 GDPR – typically legitimate interests 
under Article 6(1)(f) – and that Article 10(5) functions 
only to lift Article 9’s categorical prohibition.

Finally, Article 10 could acknowledge that effec-
tive bias mitigation may require in-processing or 
post-processing interventions, rather than modifi-
cations to the training data. Research shows that cer-
tain fairness constraints can be achieved more effi-
ciently and reliably through output-level adjustments 
than through dataset rebalancing. Mandating da-
ta-level interventions where superior technical solu-
tions exist imposes unnecessary burdens without im-
proving outcomes. Article 10 could therefore adopt an 
outcome-oriented approach that allows developers to 
select intervention methods appropriate to the model 
architecture, provided they demonstrate effective 
bias reduction. At a minimum, the Act would benefit 
from including a defense allowing providers to show 
that any residual dataset imbalances were effectively 
mitigated at later stages of the machine-learning 
pipeline (Hacker, 2021).

d)	 Accuracy and performance (Art. 15)

Article 15’s requirement for “an appropriate level of 
accuracy” misconstrues how AI system performance 
should be evaluated. Addressing this would involve 
amending the provision to require “appropriate per-
formance,” measured through context-appropri-
ate metrics, since accuracy alone often fails to cap-
ture critical system behavior and can even incentivize 
harmful outcomes. This adjustment must be applied 
consistently across both Article 15(1) and Annex IV, 
which likewise privileges accuracy at the expense of 
more meaningful performance indicators.

Accuracy is an inadequate universal metric across a 
wide range of AI applications. Whenever events are 
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sufficient for many actors to operationalize these re-
quirements, particularly given the complexity of 
post-market monitoring obligations. This concern is 
partly addressed by the adjustment of the application 
date in Article 113, sentence 2 (see Article 113). 

f)	� Compliant AI systems that present a risk 
(Art. 82)

Article 82 authorizes market surveillance authorities 
to require an operator to take appropriate corrective 
measures if a high-risk AI system – despite formally 
complying with the AI Act – still poses a risk to health 
or safety, to fundamental rights or to other aspects of 
public-interest protection. 

According to Article 74(4), Article 82 does not apply 
where equivalent sector-specific procedural rules al-
ready exist for AI systems associated with products 
listed in Annex I, Section A. This includes, for exam-
ple, Article 45 of the Machinery Directive (Machinery 
Directive).

In the absence of legislative clarification in the recit-
als, the scope of this exemption remains unclear. This 
ambiguity creates understandable uncertainty for 
regulated entities. 

While some scholars argue for a broad reading of Ar-
ticle 82 based on its open wording (Hartmann, 2024, 
para. 10), the provision is better interpreted narrowly 
and proportionately. On this view, only those public 
interests form the prerequisite or foundation for the 
protection of the rights and interests expressly listed 
in the provision should qualify as grounds for inter-
vention (Djeffal, 2025, para. 23). This may include as-
pects of the rule of law, democratic integrity or envi-
ronmental protection – provided a clear and specific 
connection exists to health, safety or fundamental 
rights. 

This narrower reading is consistent with the ejusdem 
generis principle. The principle states that when leg-
islation mentions specific terms followed by a gen-
eral clause, the scope of the general clause is limited 

and can be understood as a temporal extension of Ar-
ticle 9 (see Rec. 155). It applies across the “entire life 
cycle” of the system and addresses providers, while 
indirectly imposing related duties on deployers.

Under Article 72(3), the monitoring system must be 
built on a formal monitoring plan, which becomes 
part of the system’s technical documentation. The 
European Commission is tasked with specifying the 
detailed provisions for developing this plan – along 
with the list of required elements – through an im-
plementing act. 

i. Inflexibility 

In general, the legislative choice to provide both a 
template for the post-market monitoring plan and 
a corresponding list of required elements is broadly 
welcomed. These tools help translate otherwise ab-
stract legal obligations into concrete, usable guidance 
and reduce implementation burdens – particularly 
for SMEs and startups. 

Because Article 72 explicitly requires post-market 
monitoring systems to be proportionate to the na-
ture of the AI technology and the risks posed by a 
given high-risk system, it will be essential to ensure 
that the needs and constraints of SMEs are properly 
reflected in both interpretation and enforcement. In 
any case, it remains an open question as to whether 
the implementing act adequately reflects this propor-
tionality.

ii. Temporal aspects 

Uncertainties arise from the fact that the implement-
ing act does not need to be finalized until February 
2, 2026 (see also Djeffal, 2025, para. 31). Because Ar-
ticle 72 becomes applicable on August 2, 2026 under 
Article 113, sentence 2, providers will have only six 
months to develop post-market monitoring plans 
that comply with the implementing act. This leaves 
a significant transitional period – up to February 2, 
2026 – during which organizations lack clarity on 
how such plans should be designed. In addition, the 
six-month window for implementation appears in-
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From a legal standpoint, the monitoring duties under 
Article 26(5) raise questions – not because monitor-
ing is unnecessary, but because comparable obliga-
tions already arise under tort law whenever deployers 
use or control a product (see also Mantelero, 2024). 
Such obligations are traditionally justified by the de-
ployer’s presumed superior knowledge and factual 
control during operation, which enables prevent-
able harms to be avoided (see Recital 93, sentence 
3; Denga, 2025, para. 52). Yet it is at least debat-
able whether deployers consistently hold this infor-
mational or operational advantage in AI practice. In 
some contexts, providers may actually be better po-
sitioned to exert meaningful oversight or exercise 
technical control over system behavior. 

More importantly, the added value of the monitoring 
obligation remains unclear. An analysis of tort law, 
including the Product Liability Directive (PLD) and 
national tort regimes, shows that deployers are al-
ready required to monitor their systems in agile, con-
text-specific ways. Where the deployer is also the 
manufacturer, the revised PLD already captures these 
scenarios. Article 7(1)(e) PLD now makes explicit that 
product defects may arise while the manufacturer re-
tains control over the product after it has been placed 
on the market – that is, during deployment – and Ar-
ticle 7(1)(c) extends responsibility to harms caused by 
an AI system’s capacity to learn during use (Art. 7(1)
(c) PLD In cases where the deployer is not the man-
ufacturer, the PLD’s scope is more limited, but na-
tional tort law fills much of this gap. It covers addi-
tional categories of harm, including discrimination, 
defamation, and libel (Wagner, 2023; Hacker et al., 
2025). Crucially, tort law applies to all actors along 
the value chain; national tort rules remain applicable 
even when an actor is already subject to PLD obliga-
tions (Art. 2(4)(b) PLD). 

Dogmatically, national tort law – particularly in Eu-
ropean jurisdictions – draws on well-established 
principles. Its central point of reference is a breach 
of the relevant duty of care by the actor in question, 
which must have caused both the infringement of le-
gally protected interests and the resulting damage 
(Green, 2001). In certain circumstances, strict liability 

to subjects comparable to those specifically enumer-
ated. It provides for a restriction to protected goods 
that are comparable to those expressly mentioned 
(MacKay, 1920). Following, the term of „other as-
pects of public interest protection“ in Article 82(1) 
has to be interpreted in the light of „a risk to the 
health or safety of persons“ and „(a risk) to funda-
mental rights“. Any other interpretation would carry 
the risk of unlimited application, thereby increasing 
legal uncertainty and undermining the effectiveness 
of the provision.

In addition, Article 79(1), read together with Arti-
cle 3(1) of Regulation (EU) 2019/1020, clarifies that a 
“risk” under Article 82(1) exists only when the pro-
tected interests are affected to a degree that exceeds 
what is considered reasonable and acceptable in rela-
tion to the system’s intended purpose (...). Therefore, 
not every conceivable risk is sufficient. Although re-
strictive interpretation can mitigate some of the pro-
vision’s vagueness, it still leaves operators facing 
significant legal uncertainty. For this reason, a more 
explicit clarification of the phrase “other aspects of 
public interest protection, which are the prerequisite 
and basis for the protection of the aforementioned” 
would be highly desirable 

3.	 High-risk deployer regulation 

a)	� Obligations of deployers of high-risk AI 
systems (Art. 26)

Article 26 sets out specific obligations for deployers 
of high-risk AI systems. Among other requirements, 
deployers must take appropriate technical and or-
ganizational measures to ensure the system is used 
in line with the accompanying instructions and with 
paragraphs 3 and 6; designate a qualified natural per-
son with the requisite competence to exercise human 
oversight; and comply with specific monitoring, re-
porting and documentation obligations. Other obliga-
tions of the deployers remain unaffected.
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spect, tort law arguably reflects the principle of pro-
portionality more effectively than the AI Act’s cat-
egorical framework – an approach that should, in 
principle, inform the Act’s risk-based logic. 

This point becomes particularly salient when consid-
ering Article 26(5), second sentence, which obliges 
deployers to suspend use of a system if there is rea-
son to assume it poses a risk. Under the AI Act, use 
must be halted whenever the system presents a risk 
to “the health or safety, or to fundamental rights, of 
persons” that exceeds what is considered “reason-
able and acceptable in relation to its intended purpose 
or under the normal or reasonably foreseeable condi-
tions of use” (Art. 3(19) of Regulation (EU) 2019/1020, 
read together with Article 79(1); see also Article 25(5)
(2) and Denga, 2025, para. 48). 

Again, the obligation to suspend the use of an un-
safe AI system would arise under general tort law as 
well, provided the risk is sufficiently serious. This is 
a reasonable standard. Yet under tort law, if the risk 
threshold is met, the duty applies not only to deploy-
ers of high-risk AI systems but to deployers of any 
AI system. Conversely, if the risk is insufficient, even 
deployers of high-risk systems would not be required 
to suspend use across the board.

Beyond offering increased flexibility, the application 
of general tort law provides a high degree of legal clar-
ity grounded in decades of jurisprudence. Both de-
ployers and courts are already accustomed to apply-
ing product liability and tort principles. This avoids the 
misconception that monitoring obligations are a novel 
requirement with undefined standards. Instead, it re-
inforces that the relevant principles are well estab-
lished and have long guided judicial assessments, as 
demonstrated by existing case law (see above).

Industry interviews reveal significant practical con-
cerns about Article 26. One AI provider reported: “We 
see that people are really less willing, and you have 
to really take away their fear... especially with Ar-
ticle 26, that the deployers themselves have to en-
sure that their data is appropriate for what they use 
it for, that they need instructions on how to use it.” 

regimes also apply (Hacker et al., 2025). As a general 
rule, any actor using potentially harmful products 
must take all reasonable precautions to prevent harm 
to third parties. These obligations include monitoring 
duties, which extend to the deployment of AI systems 
(see, in detail, Wagner, 2024, para. 890). 

That tort law can function effectively as a mecha-
nism of oversight is illustrated by the German Fed-
eral Court of Justice’s “autocomplete” decision.4 In 
2013, the Court held Google – acting simultaneously 
as provider and deployer – liable for defamatory au-
tocomplete suggestions produced by its search engine 
(Smith, 2013). The ruling makes clear that if devel-
opers fail to implement adequate safeguards or ne-
glect to act upon notification of harmful outputs, they 
may incur liability for violations of personality rights 
or comparable interests (Hacker et. al., 2025). How-
ever, this finding is not limited to providers of AI sys-
tems. It applies equally to deployers, because tort law 
addresses all actors in the chain of causation. Accord-
ingly, under prevailing tort law doctrine, each party 
along the AI value chain is required to do whatever is 
possible, reasonable and appropriate – given its level 
of control over the system and its outputs – to pre-
vent harm (Hacker & Holweg, 2025). 

This demonstrates that tort law, through general 
principles, already encompasses the underlying ra-
tionale of Article 26(5) and recognizes that risks 
may arise not only from the design of an AI system 
but also from how it is used (Recital 93, sentence 1). 
Under tort law, the obligation to exercise appropriate 
control over a deployed system inherently includes a 
duty to monitor – functionally mirroring the moni-
toring requirement in Article 26.

However, while tort law lacks a public enforcement 
apparatus, it is considerably more flexible because it 
relies on general standards rather than rigid legal ob-
ligations. Instead of hinging on whether an AI sys-
tem is classified as “high-risk,” tort law applies to all 
AI models and systems and evaluates conduct based 
on the specific circumstances of each case. In this re-

4	 BGH, Case VI ZR 269/12, Judgment of May 14, 2013.
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i. Private deployers as suitable addressees

A threshold question concerns the extent to which 
private actors can be subject to fundamental rights 
obligations in the first place (see, e.g., Auer, 2025). 
The primary benchmark is the Charter of Fundamen-
tal Rights of the European Union (CFR) (Art. 51(1) 
sentence 1 CFR; see Kingreen, 2022, para. 8; Yeung, 
2025, pp. 23–24). One might argue that for deploy-
ers to have an “impact on fundamental rights” within 
the meaning of Article 27(1), they must themselves 
be bound by these rights. The issue, therefore, is not 
one of indirect third-party effects in private-law re-
lationships but of the direct binding force of funda-
mental rights on private entities. 

According to the Court of Justice of the European 
Union (CJEU), private individuals are directly bound 
by fundamental rights only in relation to certain 
equality and social rights (Ciacchi, 2018). Fundamen-
tal rights relating to individual freedoms do not ap-
pear in this line of case law5 (for a critical view, see 
Fornasier, 2015). 

A direct binding effect would require that the relevant 
provision of the CFR be sufficiently specific and con-
tain clear indications of direct applicability to private 
actors. This is arguably the case only where the pro-
tected interests are primarily threatened by private 
conduct (see, e.g., Kingreen, 2022, para. 24). Further-
more, the binding nature of fundamental rights on 
private entities is typically confined to asymmetrical 
relationships (e.g., Jarass, 2021, para. 42). In abstract 
terms: the greater the power imbalance, the stronger 
the justification for subjecting private actors to fun-
damental right duties (Denga, 2025, para. 27).

Following from this, the legislator appears to treat 
credit scoring and insurance deployers as if they 
were assuming a quasi-public role. Yet the Act of-
fers no explicit justification. Recital 96 does not ex-
plain why these private deployers should be directly 
bound by fundamental rights. Instead, it only elab-

5	 See Art. 21(1) and Art. 31(2) CFR; CJEU, Case C-414/16 
(Egenberger); C- 68/17 (IR); Joined Cases C-569/16 and 
C-570/16 (Bauer and Willmeroth).

The provider explained that they proactively clar-
ify the meaning of Article 26 and outline where they 
can offer support, yet apprehension remains wide-
spread in the market. A representative of a large in-
dustrial company managing more than 4,000 appli-
cations voiced similar concerns: “The fact that we say 
I’m evaluating an AI system, but we see that in the 
future almost everything will be AI systems. (...) This 
means for us that we also have corresponding obliga-
tions as operators there, and fulfilling these obliga-
tions – can you imagine what an insane administra-
tive effort that is?”

These theoretical and practical considerations to-
gether suggest that the monitoring obligations in Ar-
ticle 26 could be removed insofar as they do not add 
independent regulatory substance. Where monitor-
ing and suspension duties already arise under tort 
law, Article 26 merely duplicates existing obligations. 
The result is an additional regulatory burden, partic-
ularly in sales processes, where AI providers encoun-
ter contractual partners who fear being drawn into a 
high-maintenance compliance regime with a ques-
tionable cost-benefit ratio. By contrast, the specific 
information duties in Article 26(5)(3–4) constitute a 
meaningful warning mechanism and could appropri-
ately remain in place.

b)	� Fundamental rights impact assessment 
for high-risk AI systems (Art. 27)

Article 27 requires certain deployers of high-risk AI 
systems to conduct a fundamental rights impact as-
sessment (FRIA) (see, e.g., Mantelero, 2024). The ob-
ligation applies, first, to deployers that are bodies 
governed by public law or private entities providing 
public services. It also extends to “deployers of high-
risk AI systems referred to in points 5(b) and (c) of 
Annex III,” meaning private actors involved in credit 
scoring and certain insurance activities. The purpose 
of this requirement – ensuring effective protection of 
fundamental rights (Recital 91) – is welcome in prin-
ciple and aligns with a broader trend in recent Euro-
pean regulation toward embedding ex ante rights-
based assessments (see Denga, 2021).
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list in Rec. 48, for detailed analyses, see Seitz, 2024; 
for a measurement approach, see Malgieri & Santos, 
2025). But extending the direct effect of all relevant 
fundamental rights to private entities appears to run 
squarely against Article 51(1) CFR. 

Furthermore, at a minimum, Article 27 should clarify 
that private deployers may invoke fundamental rights 
themselves (e.g., Jarass, 2021, para. 43). Any balanc-
ing of conflicting fundamental rights could then be 
incorporated into Article 27 as part of the “assess-
ment of the impact.” 

Accordingly, it is proposed to align the language of 
Article 27 more closely with the risk management 
obligation under Article 9. Article 9 ensures effec-
tive protection of affected persons through a pro-
vider-level risk management system,6 wand the as-
sessment of impacts on fundamental rights already 
forms part of the conformity assessment under that 
provision (Mantelero, 2024). Aligning the wording 
of Article 27 with Article 9 – for example, by requir-
ing deployers to conduct a risk assessment concern-
ing interests protected by fundamental rights – 
would preserve the provision’s protective purpose. It 
would also bring Article 27 into closer coherence with 
the other categories of deployers it governs, namely 
(“deployers that are bodies governed by public law, or 
are private entities providing public services”). 

ii. Equality 

Even more importantly, imposing an obligation on 
private credit scoring and insurance deployers ap-
pears difficult to justify under the principle of equal-
ity, as enshrined in Article 20 CFR. Unequal treatment 
of essentially equal things or equal treatment of es-
sentially unequal things is, therefore, only permis-
sible if it is objectively justified and proportionate7 
(e.g., Ross, 2022, para. 20). 

6	 Granted, Article 9(2) sentence 2(a) also calls for identify-
ing and analysing risks to “fundamental rights,” which 
means that, strictly speaking, the same doctrinal com-
plications arise here as well.

7	 See CJEU, Case C-21/10 (Nagy).

orates on situations in which “services that are im-
portant for individuals and are of a public nature can 
also be provided by private institutions,” which refers 
to a different part of Article 27 – namely private en-
tities performing public services. The recital does not 
address why credit scoring and insurance deployers 
are singled out, while other private actors with com-
parable discrimination risks – for example in housing 
or certain medical contexts – are not.

Recital 58, which outlines the logic behind the high-
risk classification, provides a partial indication. It 
emphasizes that credit scoring and insurance consti-
tute private services that are “necessary for people to 
fully participate in society or to improve one‘s standard 
of living.” The AI systems deployed have a particu-
larly strong impact on the lives of the data subjects 
(Hilgendorf & Härtlein, 2025, para. 3). 

Recital 58 highlights these sectors’ heightened po-
tential for discrimination: (“lead to serious conse-
quences for people‘s life and health, including fi-
nancial exclusion and discrimination”; “may lead to 
discrimination between persons or groups and may 
perpetuate historical patterns of discrimination, such 
as that based on racial or ethnic origins, gender, dis-
abilities, age or sexual orientation, or may create new 
forms of discriminatory impacts”). Read together 
with Article 27, the most plausible interpretation is 
that the legislator grounds the direct binding effect 
of fundamental rights – at least implicitly – in this 
heightened risk of discriminatory outcomes. With re-
spect to the specific right to nondiscrimination under 
Article 21 CFR, such reasoning is defensible: the Court 
of Justice of the European Union (CJEU) has recog-
nized that Article 21 can bind private individuals di-
rectly.

However, this legislative approach ignores the fact 
that this direct effect is exceptional and applies only 
to specific fundamental rights (e.g., nondiscrim-
ination). Article 27, by contrast, requires deploy-
ers to conduct an assessment covering all poten-
tially affected fundamental rights. The deployed AI 
systems may implicate a wide range of fundamen-
tal rights that cannot be conclusively determined (see 



48

Policy suggestions

becoming a paper tiger that imposes costs and ad-
ministrative burdens on deployers without signifi-
cantly strengthening fundamental-rights protection. 

iv. Suggestions 

Against this backdrop, clarifying Article 27 appears 
necessary. The obligation imposed on private deploy-
ers to comply with fundamental rights is doctrin-
ally uncertain, and singling out credit scoring and in-
surance deployers is difficult to justify under equality 
principles. 

It would therefore be beneficial to align Article 27 lin-
guistically with the risk management obligations 
under Article 9 (see, for a discussion of risk-man-
agement approaches to fundamental rights, Yeung, 
2025, p. 19 et seq.). Furthermore, the unequal treat-
ment of private credit scoring and insurance deploy-
ers could be addressed. Finally, it remains to be seen 
whether Article 27 will meaningfully enhance funda-
mental-rights protection or function merely as a for-
mal compliance exercise.

4.	 GPAI provider regulation 

While a larger re-arrangement of GPAI provider rules 
appears unlikely at this stage (though see Hacker, 
Kasirzadeh and Edwards, 2025 for proposals), up-
dates to the open-source rules and the Code of Prac-
tice would be advisable to foster effective AI uptake 
and compliance.

a)	 Open-source AI models and systems

In the context of open source, we examine both the 
definition itself and the transparency requirements 
needed to help downstream developers comply and to 
allow society to better assess AI’s climate impacts.

i. The definition problem

The EU AI Act currently lacks a coherent definition of 
open-source AI. Article 53(2) defines open source for 

Article 27 might prescribe the different treatment of 
fundamentally comparable entities by imposing obli-
gations on credit scoring and insurance deployers but 
not on other private high-risk deployers. 

A general requirement to conduct impact assess-
ments, as foreseen in Article 27, could be justi-
fied with reference to the particularly significant 
effects that decisions by credit scoring and insur-
ance deployers have on individuals’ lives, as well as 
their heightened discrimination risks (Hilgendorf/
Härtlein, 2025, para. 3; Rec. 58). Ensuring early and 
comprehensive mitigation of particularly serious 
risks is no doubt a legitimate and welcome goal. 

However, it is unclear why banks and insurers – but 
not other providers – should be singled out, given 
that other high-risk use cases also carry substan-
tial discrimination risks. For instance, the HR sec-
tor (Annex III, No. 4) makes decisions on “the selec-
tion of natural persons; promotion or termination of 
work-related contractual relationships” and, there-
fore, exhibits a similarly pronounced potential for 
discrimination. From an equality perspective, this 
suggests that either all or none of the private entities 
should fall under Article 27.

iii. Effectiveness of Article 27 

Finally, apart from these doctrinal foundations, 
questions arise about the practical effectiveness of 
the FRIA. Core challenges concern how to meaning-
fully assess interferences with fundamental rights 
(Malgieri/Santos, 2025). The omission of explicit ref-
erences to potential elements of the FRIA from the 
final text of Article 27 may also make compliance 
more difficult for deployers (Mantelero, 2024). 

While more ambitious formats are feasible (Kaminski 
& Malgieri, 2024), in practice the assessment will 
likely take the form of a questionnaire supported by 
automated tools. This approach risks devolving into a 
box-ticking exercise with limited substantive impact 
(Yeung, 2025, p. 6). Stakeholder participation seems 
only partially reflected in Article 27 (see Mantelero, 
2024). Therefore, if left unrevised, the provision risks 
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model training, whereas non-open-source provid-
ers must supply such information under Article 53(1) 
and Annex XI. Second, downstream providers oper-
ating in high-risk sectors depend on the transpar-
ency elements listed in Annex XII as essential inputs 
for compliance. These disclosures underpin techni-
cal documentation, risk mitigation strategies, hu-
man-oversight protocols, post-market monitoring 
and audit preparation. Without adequate upstream 
information, downstream actors cannot meet their 
statutory obligations.

The Act need not extend the Article 53(2) exemp-
tion to larger entities that release open-source mod-
els. With respect to energy disclosures, the require-
ments in Annex XI Section 2 points (d) and (e) could 
apply to open-source model providers unless they fall 
within the micro, small, or medium- sized enterprise 
categories defined in the Commission Recommenda-
tion of 6 May 2003 (OJ L 124, 20.5.2003, p. 36). Annex 
XI requires providers to disclose information about 
the computational resources used to train the model 
– such as the number of floating-point operations, 
training duration and other relevant parameters – 
as well as known or estimated energy consumption. 
Point (e) allows providers to rely on estimates derived 
from computational-resource data when direct mea-
surement of energy use is not feasible.

Large technology firms that release open-source AI 
models possess data-center-scale infrastructure and 
already maintain sophisticated sustainability report-
ing systems. They are therefore well positioned to 
provide precise energy-use information. Such dis-
closure promotes environmental responsibility, en-
ables policymakers and researchers to compare envi-
ronmental externalities across model architectures, 
and creates incentives for efficiency-oriented model 
design (Alder et al., 2025; Ebert et al., 2024; Hacker, 
2024; Kaack, 2022; Luccioni, 2024). Allowing major 
firms to circumvent equivalent transparency require-
ments would leave a significant loophole at a time 
of rapidly rising AI-related electricity demand (Luc-
cioni et al., 2025). Limiting the Article 53(2) exemp-
tion to SMEs would reflect proportionality, since 
smaller actors face resource constraints that hinder 

the purposes of GPAI regulation as applying to “pro-
viders of AI models that are released under a free and 
open-source license that allows for the access, usage, 
modification, and distribution of the model, and 
whose parameters, including the weights, the infor-
mation on the model architecture, and the informa-
tion on model usage, are made publicly available.” By 
contrast, Article 2(12) uses different language: “This 
Regulation does not apply to AI systems released 
under free and open-source licenses.”

This inconsistency creates legal uncertainty. A more 
coherent approach would involve adopting a uni-
form definition of open source models and systems 
in Article 3, with Article 53(2)’s definition govern-
ing open-source AI models. For open source AI sys-
tems, a parallel definition could read: “AI systems re-
leased under free and open-source licenses that allow 
for the access, usage, modification, and distribu-
tion of the system, and whose information on sys-
tem usage is made publicly available.” This formu-
lation acknowledges that information on parameters 
may not be available when an open-source AI system 
relies on a proprietary underlying model. For con-
sistency, Article 25(4) could mirror this language: 
“making accessible to the public tools, services, pro-
cesses or components, other than general-purpose AI 
models, under a free and open-source license that al-
lows for the access, usage, modification, and distri-
bution of the provided entity, and whose information 
on usage is made publicly available.”

While open-source AI models are exempt from the 
transparency obligations under Article 53(1), the cur-
rent framework offers only limited regulatory con-
sequences for open-source AI systems under Article 
2(12), as only Article 4 does not apply to them. 

ii. The open-source GPAI exemption problem

Open-source models are exempt from the trans-
parency obligations in Article 53(1)(a) and (b), un-
less they qualify as systemic-risk models, under 
Article 53(2). This exemption raises two distinct con-
cerns. First, the open-source definition does not re-
quire disclosure of energy consumption during 
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5.	 Value chain regulation

A recurring challenge in AI governance concerns reg-
ulation across the value chain – from data curation to 
modeling, fine-tuning and hosting to deploying and 
use. Here, we focus on three key aspects: the regula-
tion of fine-tuning, collaboration duties, and a vol-
untary model repository with evidentiary implica-
tions in cases of harm.

a)	� The regulation of “fine-tuning” and GPAI 
modifications (Art. 25(1))

The current AI Act contains a significant regulatory 
gap regarding modifications of GPAI models (Blum & 
Rappenglück, 2024; Hacker & Eber, 2025; Hacker & 
Holweg, 2025; Schwartmann & Zenner, 2025; Wende-
horst, 2024). Article 25 addresses only modifications 
of high-risk AI systems, yet the practice of adapting 
GPAI models for domain-specific tasks is a core ele-
ment of contemporary AI deployment (Future of Life 
Institute, 2022). In practice, organizations almost al-
ways adapt existing models rather than build new 
ones from the ground up, which makes the omission 
particularly consequential.

What is needed, in effect, is an “Article 25 for GPAI” 
to provide legal certainty for organizations that de-
ploy and customize these models. Such a provision 
would clarify that minor adaptations do not auto-
matically convert deployers into providers subject to 
the full suite of obligations under Articles 51-56. The 
Commission’s Guidelines on the scope of the obliga-
tions for general-purpose AI models represent an at-
tempt to fill this gap (European Commission, 2025a), 
but guidelines lack binding force before courts and 
therefore cannot always supply the level of legal cer-
tainty required for operational or investment deci-
sions.

Two primary scenarios could trigger provider sta-
tus for GPAI model deployers. First, mirroring Arti-
cle 25(1)(a), any entity that places its own name or 
trademark on an existing GPAI model could be treated 
as a new provider (Wendehorst, 2024, para. 76). 

comprehensive energy measurement. Such a limita-
tion would also support downstream compliance in 
high-risk contexts and offer regulators and the wider 
public greater visibility into AI’s climate footprint 
(Alder et al., 2025; Hacker, 2024; Kaack, 2022; Luc-
cioni, 2024).

Furthermore, disclosing the items listed in Annex 
XII is essential for giving downstream provid-
ers the information they need to comply when using 
open-source models. This is a critical use case for AI 
adoption in Europe, and greater transparency will 
strengthen the EU’s competitiveness in this area.

b)	 Ongoing review of GPAI code of practice

The current GPAI Code of Practice requires regular 
updates to enhance its effectiveness and adoption. To 
make this process more agile, the Code could be split 
into three separate instruments aligned with its ex-
isting chapters: transparency, copyright, and safety 
and security. Such a division would allow each code 
to evolve at its own pace, which reflects the different 
maturation rates of regulatory approaches and indus-
try practices in these domains. Transparency require-
ments may stabilize relatively quickly, whereas safety 
and security standards will require frequent revi-
sion as threat environments and technical capabilities 
continue to shift.

The Commission might also communicate that ad-
herence to the Code offers tangible business advan-
tages beyond regulatory. GPAI providers routinely 
supply Know Your Business documentation during 
due diligence and procurement processes. Compli-
ance with the Code of Practice directly supports the 
preparation of these materials, which clients increas-
ingly expect when assessing GPAI services. The Code 
thus serves a dual function: it satisfies regulatory re-
quirements while also streamlining commercial 
transactions. Providers can leverage their Code com-
pliance as evidence of operational maturity and effec-
tive risk management, which potentially accelerates 
sales cycles and strengthens market competitiveness. 
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arise – such as substantial modification or rebrand-
ing – the original provider must “closely cooperate 
with new providers and shall make available the nec-
essary information and provide the reasonably ex-
pected technical access and other assistance.” This 
creates not only the required access rights for down-
stream providers but also a meaningful enforcement 
mechanism, as any breach constitutes a violation of 
the AI Act itself, subject to investigations by the AI 
Office (but cf. Bosman, 2024, para. 124: no finan-
cial sanctions against violation of Art. 25(2), see Art. 
99(4) AI Act).

The exclusion of GPAI model providers from Article 
25(2) creates a significant regulatory gap. GPAI model 
providers do not place AI systems on the market; they 
release models that others incorporate into down-
stream systems. As a result, when an SME integrates 
a GPAI model into a high-risk AI system and thereby 
becomes the system’s provider, it cannot invoke Ar-
ticle 25(2) to compel cooperation from the original 
GPAI model provider. This may leave the SME with-
out essential information required to demonstrate 
compliance with Article 16’s obligations for high-risk 
systems, which the GPAI model provider may be re-
luctant to share. 

This issue was repeatedly raised in the interviews, as 
discussed above. Industry participants emphasized 
that, particularly when open-source AI models are 
used for fine-tuning or integrated into high-risk set-
tings, deployers and downstream providers often lack 
any effective legal mechanism to obtain the informa-
tion needed for compliance.

Article 25(4) partially addresses this gap, but ulti-
mately falls short. It requires providers of high-risk 
AI systems and third parties supplying components to 
“by written agreement, specify the necessary infor-
mation, capabilities, technical access and other as-
sistance.” GPAI model providers fall within the cat-
egory of such third parties, as the second sentence of 
Article 25(4) clearly shows. However, this provision 
requires only that an agreement be concluded, not 
substantive cooperation. Any breach of the collabora-
tion obligation becomes a purely contractual dispute 

This approach recognizes that such branding lever-
ages corporate goodwill toward affected persons and 
downstream users, thereby justifying full regulatory 
accountability. Second, consistent with Article 25(1)
(b), substantial modification of a GPAI model could 
create provider status. This principle aligns with es-
tablished product safety law. The guidelines’ FLOP 
threshold provides a useful indicator: modifications 
consuming one-third or more of the FLOPs used to 
train the original model generally constitute substan-
tial modification (European Commission, 2025a; see 
also Pacchiardi et al., 2025). Below this threshold, de-
ployers could be required to conduct consequence 
scanning to determine whether the modification ma-
terially worsens the model’s risk profile – for exam-
ple, if fine-tuning introduces biased datasets (Hacker 
& Holweg, 2025).

b)	� Value chain collaboration duties (Art. 
25(2))

When entities fine-tune or otherwise modify GPAI 
models, compliance becomes federated, i.e., respon-
sibilities become distributed across the value chain. 
Different entities need to provide information. Col-
laboration is therefore essential and should be legally 
enforceable. 

i. GPAI model providers in the value chain

The evolution of Article 25(2) during the legislative 
process reveals a loophole in the final AI Act. The Eu-
ropean Parliament initially proposed extending col-
laboration duties to GPAI model providers when their 
models were directly integrated into high-risk AI 
systems (Art. 28(2)(2) AI Act in the Parliament’s ver-
sion). This extension, however, disappeared once the 
foundation model provisions were absorbed into the 
general-purpose AI model rules in Articles 51–56 
(Gössl, 2024, para. 29) – and no equivalent to Article 
25(2) was introduced in that new section.

The current Article 25(2) imposes collaboration du-
ties only on providers who initially placed an AI sys-
tem on the market. When Article 25(1) circumstances 
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•	� Information on training data characteristics rele-
vant for bias assessment

•	� Known limitations and failure modes that could 
affect high-risk applications

•	� Reasonable technical access for testing and valida-
tion purposes

ii. Input-output testing up the chain

Furthermore, the collaboration duties in Article 25(2) 
require clarification through a new recital when pro-
vider status changes occur. This recital could spec-
ify that downstream entities that become new pro-
viders hold a right, under Article 25(2), to test defined 
input–output pairs on the original GPAI model. Such 
testing allows them to assess whether harmful out-
puts stem from their own modifications or whether 
the underlying model already exhibited problematic 
behavior. This right is essential for enabling down-
stream companies to demonstrate non-liability when 
modified models cause harm.

Clarifying this point would serve an important pol-
icy objective: it would support the uptake and cus-
tomization of GPAI models by European SMEs. When 
adverse outcomes occur, SMEs could seek to show 
that the underlying model – not their modifications 
– produced the damage. This approach helps pre-
serve innovation incentives while promoting a fair 
and workable allocation of responsibility across the 
AI value chain.

c)	� Voluntary GPAI model reference 
repository

In our view, the need for clear liability attribution in 
GPAI deployment necessitates the establishment of 
a comprehensive model repository system. Although 
Article 71 of the AI Act establishes registries for high-
risk AI systems – limited to metadata – this frame-
work could be expanded to include voluntary repos-
itories for GPAI reference models (Hacker & Holweg, 
2025). This expansion would enable providers to de-

rather than an enforceable AI Act violation. Under Ar-
ticle 99(4), the AI Office or national authorities may 
sanction only the failure to conclude an agreement, 
not the failure to provide substantive cooperation or 
accurate information (see Bosman, 2024, para. 124; 
Gössl, 2024, para. 56).

This regulatory gap places European SMEs at a par-
ticular disadvantage when they seek to innovate with 
GPAI models. Open-source GPAI models, which rep-
resent crucial innovation infrastructure for smaller 
companies, explicitly fall under Article 25(4)’s con-
tracting requirement. Yet GPAI model providers, es-
pecially large technology firms, typically hold sub-
stantial bargaining power in these negotiations. They 
may decline to supply the technical documentation 
needed for compliance, impose restrictive contractual 
terms or simply refuse to contract with smaller enti-
ties.

The current framework forces SMEs into an unten-
able position: they bear full regulatory responsibil-
ity as providers of high-risk AI systems, but lack any 
meaningful mechanism to compel upstream coopera-
tion. Resorting to private litigation against GPAI pro-
viders – often in foreign jurisdictions – is an unre-
alistic option for resource-constrained companies. 
This asymmetry undermines the AI Act’s stated aim 
of supporting responsible innovation across the Eu-
ropean ecosystem.

To close this gap, GPAI model providers could be 
brought within the scope of Article 25(2)’s collabo-
ration framework whenever their models are inte-
grated into high-risk systems, unless they explicitly 
prohibit such uses (as already foreseen in Art. 25(2)). 
This would create a publicly enforceable obligation 
of substantive cooperation, subject to AI Office over-
sight and sanctions. To this end, Article 99(4) could 
also be updated to include Article 25(2)-(4) as sanc-
tionable duties. The amendment could specify that 
GPAI model providers must supply:

•	� Technical documentation sufficient for assessing 
compliance with Article 10 (data governance) and 
Article 15 (accuracy and performance) requirements
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6.	 General obligations 

We now examine the research exemptions and AI lit-
eracy requirements.

a)	 Research exemptions

A central issue with the EU AI Act’s research exemp-
tions is the narrow construction of Article 2(6) and 
(8) (Finck, 2025). Article 2(6), the main exception 
for non–product-oriented scientific research, lim-
its the exemption to AI systems developed and put 
into service solely for scientific purposes. This rigid-
ity creates a “publishing paradox.” Although openly 
sharing research artifacts – such as code or mod-
els – on platforms like GitHub or Hugging Face is a 
core practice in modern AI research, and is encour-
aged by leading AI conferences including NeurIPS, 
such publication may be interpreted as “making the 
model or system available on the market” under Ar-
ticle 3(10), even when the publication is noncommer-
cial and intended strictly for research (Wernick and 
Meding, 2025; Finck, 2025). As a result, there is legal 
uncertainty about the scope of the research exemp-
tions when it comes to the essential practice of mak-
ing models available to the research community. We 
therefore suggest clarifying the application of the sci-
entific research exemption in Article 2(6) to explic-
itly cover the publication of an AI model or system for 
purely research purposes (cf. also Finck, 2025).

b)	 AI literacy (Art. 4)

Article 4 requires providers and deployers of AI sys-
tems to ensure a “sufficient level of AI literacy” 
among their staff and other individuals involved in 
operating or using AI systems on their behalf. The 
term “AI literacy” is defined in Article 3(56). 

This obligation applies to all systems covered by the 
AI Act. Its purpose is to help companies meet the Act’s 
requirements by relying on knowledgeable employees 
and service providers, and to ensure adequate tech-
nical competence in the development and use of re-

posit baseline versions of their models, creating an 
authoritative reference point for later comparison. 
The repository would serve a critical function in lia-
bility disputes by allowing direct comparison between 
original and modified models to determine whether 
harmful behavior originated in the base model or re-
sulted from subsequent modifications.

The repository system could be voluntary but include 
strong incentives for compliance. When GPAI model 
providers fail to register original reference models, 
courts could apply a rebuttable presumption of defect 
and fault against the original model provider in civil 
liability cases where harm is caused by a modified 
GPAI model. If the model is in the repository, the cus-
tomizing entity can readily check whether the same 
harm would have occurred in the original model. If 
it is not in the repository, that defense is unavailable 
to the customizing entity. In that situation, the pre-
sumption would be triggered, effectively forcing the 
original GPAI model provider to supply the necessary 
information by exonerating itself (a penalty default, 
see Ayres & Gertner, 1989). Rebutting this presump-
tion would not require full model disclosure. Provid-
ers could offer alternative evidence through verified 
documentation or demonstrations to neutral third 
parties under confidentiality agreements, preserving 
legitimate trade secrets.

A parallel voluntary registry for modified GPAI mod-
els would complement the reference repository. Or-
ganizations that adapt GPAI models could document 
key characteristics of their modifications, improv-
ing supply chain transparency and enabling the shar-
ing of safety information. Participation would signal 
a commitment to responsible development and sup-
port industrywide learning on modification risks and 
best practices. Together, these registries would create 
an accountability infrastructure that balances trans-
parency requirements with intellectual property pro-
tection, which advances both innovation and safety 
across the GPAI ecosystem. 
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Kaufmann, 2025, para. 25). Although affected persons 
are not mentioned in the text of Article 4, both Arti-
cle 3(56) and Recital 20 refer to data subjects. If Ar-
ticle 4 were interpreted as extending to affected per-
sons, providers and deployers would have to equip 
them with sufficient AI literacy to make informed de-
cisions about a given AI system and to understand 
how the system’s use may affect them. At first glance, 
this interpretation would entail significant additional 
costs – amounting to broad public education – par-
ticularly for SMEs.

Legal nature 

Some commentators have argued, based on the ar-
ticle’s open wording, that the obligations in Arti-
cle 4 amount merely to an appeal (see Rappenglück/
Vonthien, 2025). Although the Commission has since 
clarified that Article 4 does impose a concrete obli-
gation to act (European Commission, 2025), current 
scholarship shows that those subject to the rule re-
main uncertain because of its vagueness. This uncer-
tainty risks turning the obligation into a box-tick-
ing exercise, calling into question its usefulness for 
achieving the provision’s stated objective.

Scope of obligations 

The vague wording of Article 4, which is relative to 
its field of application, creates practical uncertainty 
about when a “sufficient level of AI competence” has 
been achieved (e.g., Schippel, 2025). The AI Act it-
self provides no guidance on what measures are re-
quired to meet this standard. As a result, the obliga-
tion is difficult to quantify, and its implementation is 
marked by uncertainty. 

Admittedly, the open wording allows for a factual as-
sessment of individual cases, thus giving SMEs flexi-
bility to tailor compliance to their specific needs (see 
also European Commission, 2025). The later addition 
of the phrase “to the best of its ability” further con-
tributes to this flexibility (Knappertsbusch and Rap-
penglück, 2025). The Commission’s “Living Repos-
itory of AI Literacy Practices” should also be viewed 
positively in this context (Commission, 2025). 

sponsible AI systems (Kaufmann, 2025, para. 2). In 
particular, the requirement is intended to promote a 
high level of protection for health, safety and funda-
mental rights. Article 4 has applied since Feb. 2, 2025. 

While the general objective is sound, the legislative 
execution raises concerns. These stem from the pro-
vision’s vague formulation, it´s unclear relationship 
to product liability regimes and questions about the 
proportionality of Article 4.

i. Uncertainty of requirements 

The standard set out in Article 4, originally envi-
sioned as a comprehensive obligation, was diluted 
during the legislative process (Silva et al., 2025). As a 
result, there is considerable uncertainty about what 
the provision requires – an issue that is problematic 
for several reasons. 

Industry interviews confirm this. One provider re-
ported significant uncertainty about what AI literacy 
is actually supposed to entail. Another provider noted 
that many customers remain unaware of the obliga-
tion despite its already being in force: “It’s been ac-
tive since March, and I’m still amazed that so many 
people haven’t done anything about it yet and that 
it’s still not really considered mandatory.” 

Personal scope of application 

The personal scope of application is unclear in several 
respects. While Article 4 initially addresses providers 
and deployers, it remains unclear what is meant by 
the phrase “staff and other persons dealing with the 
operation and use of AI systems on their behalf.” The 
German wording suggests a contractual relationship 
in which AI is used, whereas the English version could 
imply a broader interpretation (e.g., Möller-Klap-
perich, 2025). For providers and deployers, this cre-
ates uncertainty about which individuals fall under 
their compliance obligations. 

The greatest uncertainty likely stems from the ques-
tion of whether providers and deployers must also 
ensure AI literacy among affected persons (e.g., 
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essary for deployers’ staff who are involved solely 
in administrative use of an AI system. An exemption 
could be justified where a deployer demonstrates that 

•	� the staff member’s role is strictly limited to cleri-
cal or administrative tasks;

•	� the staff member has no access to or authority to 
modify model parameters or outputs that affect 
individual outcomes; 

•	� appropriate technical and organizational measures 
are in place and documented.

Such an exception would apply, for example, to em-
ployees using AI-based grammar checking software 
for text production or AI-based scheduling tools. 
Likewise, consider a supermarket employee who 
uses automated checkout systems or shelf-manage-
ment applications. These tasks are strictly ancillary: 
the employee interacts only with pre-set interfaces, 
cannot adjust model parameters or thresholds, and 
has no influence over the system’s decision-making 
logic. 

Such an exception would implement the AI Act’s risk-
based approach, align with Article 6(3), and avoid un-
necessary regulatory burdens for deployers, espe-
cially SMEs and startups. In these situations, purely 
administrative staff cannot reasonably affect the out-
comes of an AI system. Where a role is strictly clerical 
and the user cannot alter model parameters, labels, 
thresholds or the decision context, the causal link to 
potential harms is missing. Where an administrative 
user’s activity does not materially increase risk, im-
posing full training obligations appears dispropor-
tionate. 

Importantly, any exemption must be limited to roles 
with no capacity to affect (fundamental) rights. 

To avoid misuse, a more functional rather than purely 
formal assessment of the “strictly administrative 
role” may provide a more appropriate basis for the 
exemption.

Nevertheless, uncertainty about the specific scope 
of the obligation may encourage bloated compli-
ance structures, which are associated with high costs. 
This places a disproportionate burden on SMEs, which 
often lack internal capacity and therefore depend on 
costly external training and certification (Fleck, 2024). 
At the same time, there is a risk of de facto underreg-
ulation: completing external training may become a 
mere box-ticking exercise, while truly effective pro-
grams – those that foster genuine AI competence – 
may only be feasible for large companies.

ii. Relationship to product liability regimes 

Little attention has been paid to the connection be-
tween product liability and ensuring employee com-
petence. Product liability is comprehensively regu-
lated under the PLD regime and national tort law. In 
companies that operate on a division-of-labor basis, 
this creates a need for exculpatory measures by com-
pany management (for details, see Wagner, 2024, 
para. 108 et seq.). These measures must serve the 
general goal of ensuring safety within the organiza-
tion’s sphere of responsibility.8 As a result, they also 
encompass ensuring that employees have sufficient 
competence. In the context of offering and deploying 
AI systems, this includes guaranteeing a sufficient 
level of AI literacy. 

Once again, the advantages of tort law standards over 
those in the AI Act should be noted (see Article 26). 
Accordingly, one might argue that the purpose of Ar-
ticle 4 is already fulfilled by the existing product lia-
bility regime.

iii. Proportionality of the design

A closer examination of Article 4 also reveals short-
comings in terms of proportionality. The provision 
applies equally to providers and deployers. While the 
risks posed by AI systems depend in part on how they 
are used – and therefore should be addressed by both 
providers and deployers (Fernandes et al., 2024) – 
requiring AI literacy under Article 4 appears unnec-

8	 BGH, Case VI ZR 408/94, Judgement of January 30, 1996.
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CEN-CENELEC JTC 21 is advancing roughly 35 stan-
dardization activities, with over 300 experts from more 
than 20 Member States involved (see https://jtc21.eu/
about/). Despite this substantial effort, the process 
faces tight timelines, complex stakeholder dynamics, 
high implementation costs and significant challenges 
of operationalization (see Kilian, et. al., 2025). 

a)	 Complexity 

The complexity of the standards raises concerns 
across multiple domains. Challenges arise from the 
difficulty of defining compliance boundaries when 
systems combine multiple components or rely on 
third-party models. Divergent secrecy requirements 
across Member States further exacerbate operational 
conflicts in sectors such as legal technology (Kilian et 
al., 2025). Classification ambiguity compounds these 
issues for firms operating across sectors. 

Reaching agreement on and interpreting the stan-
dards is also an arduous task. Competing interests 
between global and sector-specific standardization 
needs intensify divergent industry requirements – 
an issue typical of horizontal standards (Castets-Re-
nard and Besse, 2023). The integration of AI into ex-
isting regulatory frameworks adds yet another layer 
of complexity. Companies report substantial uncer-
tainty about the specific evidence needed to demon-
strate compliance, particularly with regard to bias 
testing and model robustness. 

b)	 Accessibility 

Another core issue concerns the accessibility of the 
technical standards. In March 2024, the CJEU ruled 
in the Malamud case that harmonized standards ref-
erenced in EU product-safety law as the basis for a 
presumption of conformity form part of EU law and 
therefore must be freely accessible and available at 
no cost.9 The ruling, however, has met resistance: ISO 
and IEC filed suit against the European Commission 

9	 CJEU, Case C-588/21 P (“Public.Resource.Org and Right 
to Know v Commission and Others”).

Admittedly, the article’s open, normative wording 
(“to the best of their ability,” “sufficient level”) leaves 
room for an interpretation that significantly reduces 
the requirements for administrative employees on the 
deployer side. However, given the uncertainties out-
lined above – particularly for SMEs and startups with-
out extensive legal resources – an explicit exemption 
for strictly administrative staff would be desirable. 

This proposal does not deny that everyone should en-
gage meaningfully with AI systems and the risks they 
pose, especially in the workplace. But a legal obliga-
tion does not appear necessary in all contexts. 

In our view, this means that supervisory authorities 
must take action. In their oversight role, they must 
ensure that the sensible obligation set out in Arti-
cle 4 can be met entirely with a company’s internal 
resources. To this end, the competence-assurance 
measures in Article 4 may benefit from being be ori-
ented not only toward mitigating potential risks but 
also toward promoting “AI enablement.”

7.	 Technical standards

The EU’s ambition to become a global leader in se-
cure, trustworthy and ethical AI (European Commis-
sion, 2022) is to be realized largely through techni-
cal standards. The AI Act explicitly assigns technical 
standardization a central role. Technical standards 
help operationalize legal requirements and make 
them more prescriptive (comprehensive Micklitz, 
2023; see also Yeung, 2025, Part I).

Article 40(1) provides the normative basis for harmo-
nized standards and the presumption of conformity 
for high-risk systems (see also Gerdemann, 2024; 
Kilian and Denga, 2024). Under Article 40(2), the 
Commission issued a standardization request to the 
European Committee for Standardization (CEN) and 
the European Committee for Electrotechnical Stan-
dardization (CENELEC) in May 2023 (European Com-
mission, 2023). Once published in the OJEU, those 
standards will form the basis for the presumption of 
conformity under the Act.

https://jtc21.eu/about/
https://jtc21.eu/about/
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The problem is compounded by the sheer volume of 
roughly 35 (partially referenced) technical standards 
under development. Interviewed companies estimate 
that compliance with a single standard typically re-
quires at least 12 months, even with external support; 
implementing roughly 35 standards will take far lon-
ger. When asked about the most desired amendments, 
a representative from a large company responded: 
“Time! More time.” Without harmonized standards, 
costly expert opinions remain the only medium-term 
route to compliance, a burden that falls dispropor-
tionately on smaller firms and risks creating an un-
even playing field.

d)	 Stakeholder representation 

Standardization efforts – now involving more than 
1,000 experts across national mirror committees 
(DIN/DKE, 2024) – face a structural representation 
problem. Startups and SMEs, which make up 99% of 
EU companies, lack the resources to participate effec-
tively (StandICT.eu, 2023). The same is true for civil 
society organizations. Committees are predominantly 
influenced by large enterprises, often with major U.S. 
technology and consulting firms forming a partici-
pation majority. This disparity disadvantages SMEs, 
startups, civil-society groups, independent institu-
tions and academia (Kilian, et. al., 2025). 

The root cause is resource intensity. Meaningful en-
gagement requires substantial personnel and finan-
cial commitments – resources smaller organizations 
must devote to core operations. As a result, indus-
try associations have become necessary intermedi-
aries to aggregate and represent these stakeholders’ 
interests. But the imbalance gives larger firms com-
petitive and informational advantages, risks skewing 
standards toward their preferences and raises con-
cerns about adequate representation of EU values – 
particularly where standards incorporate value-laden 
trade-offs affecting fundamental rights.

before the CJEU on Dec. 6, 2024, seeking to protect 
their copyright in technical standards incorporated 
into EU harmonized standards.10 

CEN-CENELEC JTC 21’s program includes roughly 35 
standards, and acquiring these specifications could 
cost thousands of euros for each AI provider attempt-
ing to determine which requirements apply – given 
that individual standards typically cost between €100 
and €300. The inability to rely on harmonized stan-
dards may lead to a negative presumption of confor-
mity and bias by supervisory authorities against al-
ternative compliance routes, such as expert legal 
opinions (Gerdemann, 2024). Non-compliance car-
ries steep penalties – up to €35 million or 7% of 
global turnover under Article 99 – and may restrict 
market access, placing smaller companies at a com-
petitive disadvantage (see Kilian et al., 2025; refer-
ring to European Commission, 2021). It is therefore 
essential to ensure that the standards are openly and 
freely accessible to all deployers and providers.

c)	 Timeline 

The timeline for developing the technical standards 
is highly ambitious and increasingly tight. The Com-
mission initially set an April 2025 deadline, later ex-
tending it in June 2025 to Aug. 31, 2025 (European 
Commission, June 2025). As of this writing (Novem-
ber 2025), the standards have still not been published. 

Even once the standards are finalized, the Commis-
sion must assess and publish them in the OJEU, a pro-
cess that can take several months before they become 
harmonized and trigger the presumption of con-
formity – an essential step for market access. With 
final OJEU publication expected no earlier than mid-
2026, providers of high-risk AI systems would have, 
at most, only a few months to comply before the Aug. 
2026 application date set in Article 113. This pace 
raises substantial concerns about practical feasibility 
(see Kilian, 2025, para. 9). 

10	 CJEU, Case T-631/24 (“International Electrotechnical 
Commission and ISO v Commission. Court of Justice of 
the European Union”).
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a)	� Postponing the applicability of high-risk 
requirements 

The AI Act’s high-risk AI requirements are sched-
uled to apply beginning Aug. 2, 2026. However, due to 
the complexity of consensus-building, the develop-
ment of harmonized standards – one of the corner-
stones of effective regulation – is facing significant 
delays (see above). These standards are a key compo-
nent of demonstrating conformity (EC 121). Regulated 
entities must also be able to implement the standards 
in practice; otherwise, the standards fail to serve their 
purpose. Under the current timeline, this is not fea-
sible, as substantial delays persist in developing the 
standards (see p.47. As a result, the industry is calling 
for a postponement of the date of application of the 
requirements for high-risk AI systems, for example 
by 24 months, in order to enable actual implemen-
tation (e.g., Bitkom, 2025). Based on the arguments 
presented above, this demand appears justified. 
Without such an extension, costly expert opinions re-
main the only medium-term route to compliance, 
which disproportionately burdens smaller firms and 
risks creating an uneven playing field. 

One option would be to postpone the application date 
by 12 months (to Aug. 2, 2027) and delay enforcement 
of the high-risk rules by an additional 12 months (to 
Aug. 2, 2028). This would mirror the staggered en-
forcement timeline for GPAI rules under Article 113, 
where enforcement follows one year after the appli-
cation date. Alternatively, national and EU regula-
tors could announce – and the AI Act could codify – a 
temporary enforcement moratorium for SMEs while 
the technical standards are still under development 
and until sufficient implementation time has passed 
(see Figure 1: Data Structure, category “Extension of 
Implementation Period”). 

b)	� Transparency obligations 

Article 113 also regulates the applicability of Article 
50, which imposes transparency obligations on pro-
viders and deployers of certain AI systems. While Ar-
ticle 50 covers five different applications and sce-

e)	 Policy suggestions 

In light of the concerns outlined above, the following 
recommendations are proposed. Given the substan-
tial complexity of the current standards, it is import-
ant to limit both the scope and intricacy of technical 
standards. To ensure that implementation remains 
feasible, it may be necessary to postpone the appli-
cation date. Harmonized technical standards are the 
central compliance tool – especially for smaller orga-
nizations – because they allow operationalized legal 
requirements to be integrated more easily into inter-
nal processes, a point repeatedly emphasized in com-
pany interviews. In addition, the early publication 
of near-final drafts would allow companies time to 
adapt and streamline internal decision-making. 

To reflect diverse expertise and avoid systematic dis-
advantages for smaller European innovators, the 
standardization process must become more inclu-
sive and better resourced for smaller actors. Pol-
icy proposals include lowering formal participation 
thresholds; establishing substantial EU and national 
funding programs to subsidize SME and startup par-
ticipation (explicitly excluding large firms), as well 
as civil-society input (see also High-Level Forum on 
European Standardisation, 2024); building EU-level, 
industry-specific expert networks to provide targeted 
guidance; and implementing mentorship schemes 
that pair experienced standardization experts with 
SME representatives (see https://standict.eu/sup-
porting-smes). Finally, accessibility could be im-
proved through a centralized, free and user-friendly 
platform and a “standardization guide” system to 
help newcomers navigate processes and priorities 
(Kilian, et. al., 2025).

8.	� Article 113 implementation 
deadlines

Article 113 sets out the provisions on the entry into 
force and commencement of application of the AI Act. 

https://standict.eu/supporting-smes
https://standict.eu/supporting-smes
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Given the significant threat to the integrity of the in-
formation ecosystem and the emergence of new, 
largely unforeseeable risks, comprehensive and 
prompt transparency obligations are of paramount 
importance. It is therefore proposed that the label-
ing requirements be brought forward, for example by 
making them applicable beginning Feb. 2, 2026. 

9.	 SME exemptions and support

The AI Act currently provides several exemptions and 
simplified procedures for SMEs, particularly in rela-
tion to conformity assessment procedures and access 
to regulatory sandboxes.

a)	 Size and support

A universal exemption for SMEs – beyond the support 
measures already in place – may not be warranted 
under the Act. Civil society organizations interviewed 
for this study correctly point to a core tension: AI sys-
tems developed by SMEs can pose risks to fundamen-
tal rights that are identical to those posed by systems 
developed by large corporations. A poorly designed 
facial recognition tool or automated hiring system 
is no less discriminatory simply because its provider 
employs fewer than 250 people.

Instead of blanket exemptions from substantive re-
quirements, the regulatory framework should main-
tain consistent standards while offering enhanced 
support to help SMEs comply. This approach pre-
serves protections for fundamental rights while ac-
knowledging the real resource constraints smaller 
entities face when navigating complex regulatory re-
quirements.

b)	 Proposed support mechanisms

Regulatory office hours and service desks: National 
market surveillance authorities should establish reg-
ular consultation sessions where SMEs can receive 
direct guidance on compliance requirements. These 

narios, Article 50(2) is particularly relevant here. It 
requires providers of AI systems that generate syn-
thetic audio, image, video or text content to ensure 
that outputs are labeled and recognizable as artifi-
cially generated or manipulated (Lauber-Rönsberg, 
2025, para. 24). A similar approach can be found in 
Article 35(1)(k) DSA.

According to Article 113(2), these transparency obli-
gations will begin applying on Aug. 2, 2026. Admit-
tedly, Article 50 as a whole has faced justified crit-
icism, particularly concerning clarity and practical 
implementation (Bitkom, 2025). Despite this, it is not 
only sensible to retain the transparency obligations in 
Article 50(2) – it may even be advisable to move them 
forward.

The purpose of these obligations is to allow peo-
ple to distinguish between human-created works and 
AI-generated content (Martini, para. 62). Given the 
scale and quality of AI-generated outputs, this dif-
ferentiation is becoming increasingly difficult. A lack 
of distinguishability threatens the integrity of the in-
formation ecosystem and public trust, creating large-
scale risks related to misinformation, manipulation, 
identity fraud and consumer deception (Rec. 133). 

These risks to society as a whole became appar-
ent early on. In March 2022, for example, a synthetic 
video circulated online showing Ukrainian President 
Zelensky urging Ukrainians to surrender to Russia. 
The clip was a deepfake – an AI-generated video pro-
duced using deep learning models (BBC, 2022). Since 
then, complaints about deepfake videos have more 
than doubled, according to the FBI (CBS News, 2025). 

Rapid advances in synthetic content generation – 
such as Google’s Veo 3 (https://gemini.google/over-
view/ video-generation/) or OpenAI’s Sora (https://
openai.com/de-DE/sora/) – underscore the urgency 
of the issue. It is already no longer reliably possible to 
distinguish human-created works from AI output. A 
recent Microsoft study from May 2025 confirms this, 
particularly regarding natural and urban landscape 
images (Roca et al., 2025).
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sessions should be free, confidential and provide ac-
tionable feedback on specific AI systems. Impor-
tantly, such consultations may also be madeavailable 
to civil society organizations concerned about AI de-
ployments, helping foster a multi-stakeholder dia-
logue around responsible development. In Germany, 
the Federal Network Agency (“Bundesnetzagentur”) 
has offered an AI service desk since July 2025 to per-
form these tasks (Bundesnetzagentur, 2025). Al-
though not yet formally designated, the agency is ex-
pected to become the national market surveillance 
authority (Referentenentwurf, 2025). At first glance, 
the service desk appears to meet the requirements 
described, providing a compliance compass, infor-
mational materials, contact channels and free train-
ing courses. In addition, the European Commission 
has launched an AI Act Service Desk (European Com-
mission, 2025). It is essential that comparable ser-
vices be expanded to all Member States.

Sector-specific implementation guidelines: Na-
tional authorities should develop detailed guidelines 
that translate high-risk requirements into practi-
cal steps for common SME use cases. For example, a 
guideline for SMEs deploying recruitment AI should 
specify the exact documentation required, provide 
templates for risk management frameworks and offer 
concrete examples of acceptable bias testing proce-
dures. These guidelines should be developed in close 
consultation with SME associations to ensure practi-
cal relevance.

Technical assistance programs: The EU could estab-
lish technical assistance programs that give SMEs ac-
cess to:

•	� Standardized testing tools for bias detection and 
performance assessment

•	� Template documentation packages for common AI 
applications

•	� Shared conformity assessment resources to reduce 
individual costs

•	� Expert networks offering specialized guidance on 
data governance and risk management

Financial support instruments: Direct financial sup-
port through existing EU funding mechanisms – such 
as Horizon Europe and the Digital Europe Programme 
– could prioritize SME compliance costs. This may 
include voucher schemes for conformity assessments 
and AI compliance training, grants for bias auditing 
tools and subsidized access to legal expertise.
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A coherent and proportionate AI governance system 
must preserve the EU’s constitutional balance be-
tween innovation and rights protection. By refining 
definitions, strengthening accountability and ensur-
ing consistent enforcement, the Union can support 
both competitiveness and legitimacy. In this sense, 
simplification – understood as clarification and dis-
entanglement – becomes a pathway toward a more 
agile, rights-respecting and future-ready digital reg-
ulatory framework for Europe.

The study demonstrates that effective simplifica-
tion of European AI regulation depends on clarity, co-
ordination and sustained institutional support – not 
deregulation. Stakeholders across sectors express a 
strong commitment to trustworthy AI but face grow-
ing uncertainty due to fragmented rules, overlap-
ping obligations and limited guidance. Simplification 
should therefore focus on disentangling redun-
dant requirements, aligning sectoral and horizon-
tal frameworks and providing transparent, practical 
tools for compliance.

IV.	Conclusion

Table 2 | Overview of Proposed Actions

Short‑term actions

Proposed Actions Responsible Actor

Explicitly prohibit ex post-remote biometric identification with narrow exceptions parallel 
to real‑time RBI

European co‑legislators

Remove duplicative credit/insurance items from Annex III or extend Article 17(4) 
integration

European co‑legislators

Move Annex I A cases to Annex I B and rely on sectoral updates until Aug 2028 European co‑legislators

Expand Article 10(5) to all AI systems and GPAI models and allow use before high‑risk 
obligations take effect

European co‑legislators

Replace accuracy with appropriate performance in Article 15 European co‑legislators

Clarify or delete redundant monitoring duties in Article 26 while retaining information 
duties

European co‑legislators

Apply FRIA to all or no private deployers; align terminology with Article 9 European co‑legislators

Include GPAI providers in Article 25(2) and add sanctions in Article 99(4) European co‑legislators

Create dedicated Article 25 framework for GPAI with 1/3 FLOP threshold to determine 
provider status

European co‑legislators

Uniform OS definition in Article 3 European co‑legislators

Transparency obligations for non‑SME OS model providers to enable downstream 
compliance, including energy disclosure

European co‑legislators

Exempt administrative staff from AI literacy rules and clarify personal scope of Article 4 European co‑legislators

Free access to standards; subsidies for SME participation; operationalization guidance European co‑legislators; Member States; ESOs
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Postpone high‑risk rules to Aug 2027 and implementation to Aug 2028, or introduce SME 
enforcement moratorium

European co‑legislators

Regulatory office hours, sector‑specific implementation guidance, technical assistance and 
financial support for SMEs and CSOs

European Commission; Member States

Medium‑term measures

Proposed Actions Responsible Actor

Create separate employment‑focused “AI at work” instrument under Article 153 TFEU European co‑legislators

Remove employment from Annex III after separate instrument under Article 153 TFEU is 
initiated

European co‑legislators

Enhance operationalization of standards through delegated acts and sectoral thresholds ESOs; European Commission

Prioritize capacity-building for enforcement bodies, market surveillance authorities and 
notified bodies

European Commission; Member States

Long‑term reforms

Proposed Actions Responsible Actor

Establish long‑term SME and CSO support mechanisms with stable finance streams European Commission; Member States

Build robust GPAI enforcement ecosystem across value chain European Commission; Member States; ESOs
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