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THE EU ARTIFICIAL INTELLIGENCE ACT:
REGULATORY FRAMEWORK AND
IMPLEMENTATION CHALLENGES'

The Artificial Intelligence Act (Al Act) entering into force on 1 August
2024, represents the European Union’s first comprehensive regulatory
framework governing artificial intelligence (Al). Based on a risk-based ap-
proach, the Al Act seeks to ensure that Al systems developed and applied with-
in the European Union are safe, trustworthy, and consistent with the protec-
tion of fundamental rights. At the same time, its adoption has generated signif-
icant debate regarding its potential impact on innovation, technological de-
velopment, and the competitiveness of the European Union in the global mar-
ket, particularly in relation to the United States and China. Following intro-
ductory observations on the need to regulate the development and application
of artificial intelligence in general, the paper examines the principal objec-
tives and regulatory mechanisms established by the Al Act, with particular
emphasis on high-risk Al systems. It then analyzes the protection of fundamen-
tal rights under the Al Act. Finally, the paper examines concerns regarding
so-called overregulation under the Al Act and its possible implications for the
European Union’s competitiveness in the global artificial intelligence ecosys-
tem.
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1. INTRODUCTORY REMARKS

The digital age has transformed nearly every aspect of our lives. From
the way we understand public authority, participate in its exercise, and
influence the enjoyment of human rights and freedoms, to the ways we
communicate, as well as how we deal with property and carry out various
types of work, human society is facing unprecedented challenges and op-
portunities which, given the rapid development of technology, are believed
to be almost limitless.?

Accelerated technological progress, particularly the increasingly wide-
spread application of artificial intelligence (Al), represents one of the most
significant challenges for contemporary legal systems. Al-based systems
are now used across various domains of social life, including the economy,
healthcare, education, public administration, insurance, security, and the
judiciary. The use of artificial intelligence in these areas leads to funda-
mental changes in existing patterns of decision-making, the allocation of
responsibility, and the exercise of rights. Such transformation inevitably
raises the question of the adequacy of existing legal frameworks governing
artificial intelligence, as well as the capacity of legal systems to respond to
the challenges it generates. Moreover, the transformative nature of artifi-
cial intelligence technologies is such that it has the potential to substantial-
ly reshape various aspects of human life and, indeed, to alter reality itself
and the role of humans within it.?

The increasing use of artificial intelligence in various spheres of life
has raised the question of its impact on the well-being of individuals and
groups affected by its outcomes, as well as the question of the compatibil-
ity of those outcomes with the human values on which the current moral
and legal order is based.*

The benefits of using Al are also evidently accompanied by numerous
drawbacks, which is why a parallel is often drawn with the myth of Prome-
theus, who stole fire from the gods and gave it to humanity, only to be
severely punished. The containment of Prometheus’ fire, given its vast

2 V. Duri¢, ,,Jzmedu inovacije i regulacije — buduénost prava u digitalnoj epohi”, Izazovi
prilagodavanja pravnog okvira tehnoloskim promenama u digitalnom drustvu (ur. J.
Cerani¢ Perisi¢, M. Glinti¢), Institut za uporedno pravo, Beograd 2025, 325-326,
https://doi.org/10.56461/ZR_25.Digi.18.

3 J. Ceranic Perisic, “Digital transformation: Regulation of Artificial Intelligence in the
European Union”, European Integration in Times of Security Challenges (eds. A. Kel-
lerhals, T. Baumgartner, F. Ademi), EIZ Publishing, Zirich 2025 (2025a), 149,
https://doi.org/10.36862/eiz-784.

4 S. Markovi¢, ,,Digitalne usluge i transparentnost algoritama®, Pravni rezim digitalnih
usluga u pravu Republike Srbije i pravu Evropske unije (ur. D. Popovi¢), Pravni fakultet
Univerziteta u Beogradu, Beograd 2025, 10.
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transformative potential and inherent risks, places before the legal system
the task of finding a balance between these two extremes.’

As a technological phenomenon, artificial intelligence calls into ques-
tion several foundational concepts of modern legal systems, including legal
responsibility, legal personality, causation, and the relationship between
automated decision-making and human autonomy. A particular difficulty
arises from the fact that Al systems frequently operate as “black boxes”,
thereby undermining transparency, complicating the attribution of legal
accountability, and potentially impairing the effective judicial protection of
individual rights. Concurrently, the accelerated pace of technological de-
velopment often surpasses the normative capacity of the legislator, thereby
generating a regulatory gap between technological reality and existing
legal frameworks.®

For this reason, the legal regulation of artificial intelligence stands at
the intersection of diverse and often conflicting interests: market demands
for innovation and competitiveness, the state’s need to protect public inter-
est and security, and the fundamental principles of the rule of law and the
protection of fundamental rights. Contemporary legal systems therefore
seek to establish a balance between fostering technological progress in the
digital society and preventing potential misuse and harmful consequences
of artificial intelligence, which are often difficult to anticipate.

In contemporary comparative law, three dominant models of regulat-
ing the development and use of artificial intelligence have emerged. The
first, a market-oriented (liberal) model applied in the United States, is
based on limited regulatory intervention and relies primarily on market
mechanisms and dynamics. The second, a state-centric (interventionist)
model, implemented in the People’s Republic of China, is grounded in the
strong role of the central government in regulating the development and
application of artificial intelligence. The third model, developed within the
European Union, is based on risk assessment and the protection of funda-
mental rights, and reached its normative culmination with the adoption of
the Artificial Intelligence Act in 2024, as the first comprehensive legally
binding regulation in this field at the global level.”

> M. Glinti¢, A. Bezbradica, ,,Osiguranje kao nosilac finansijske sigurnosti za upotrebu
sistema vesStacke inteligencije — mit ili stvarnost®, lzazovi prilagodavanja pravnog okvira
tehnoloskim promenama u digitalnom drustvu (ur. J. Cerani¢ Perigi¢, M. Glinti¢), Institut za
uporedno pravo, Beograd 2025, 166, https://doi.org/10.56461/ZR _25.Digi. 10.

6 J. Ceranié Perisi¢, ,,Pravno uredenje vestacke inteligencije u savremenom pravu — iz-
medu trzista, drzave i prava®, Izazovi prilagodavanja pravnog okvira tehnoloskim prome-
nama u digitalnom drustvu (ur. J. Cerani¢ Perisi¢, M. Glinti¢), Institut za uporedno pravo,
Beograd 2025 (2025b), 12, https://doi.org/10.56461/ZR_25.Digi.01.

7 Ibid., 12-13.
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The Artificial Intelligence Act (Regulation (EU) 2024/1689)% entered
into force on 1 August 2024. However, the EU legislature provided for a
phased application of its provisions. While the majority of the Regulation's
provisions become applicable on 2 August 2026, certain provisions apply
earlier and others at later dates. Therefore, 2 August 2026 may be regarded
as the general application date of the Al Act, but not as the date of full
application of all its provisions, since specific rules remain subject to later
application deadlines, including provisions that become applicable on 2
August 2027.

The AI Act represents the world’s first comprehensive regulation on
artificial intelligence, aiming to ensure that Al developed and used within
the EU is trustworthy and includes safeguards for the protection of funda-
mental human rights. The regulation of Al in the EU is based on the prin-
ciples of technological sovereignty and the central role of humans in the
digital transformation.” One of the primary goals of the Al Act is to regu-
late the application of this technology across different sectors using a risk-
based approach.

While the AI Act is perceived positively from the standpoint of pro-
moting and protecting human rights, some academic and professional cir-
cles have expressed serious concerns that the regulation of Al within the
EU may have gone too far, resulting in overregulation. There is a legiti-
mate fear that the regulatory approach adopted by the EU may further
weaken its position in the global market. The fields of Al innovation, de-
velopment, and application have long been dominated by the United States
and China. Therefore, with the Al Act’s implementation, it appears that the
EU's competitiveness may be further diminished in comparison to the posi-
tions held by the US and China."

The paper examines the core objectives and regulatory mechanisms in-
troduced by the Al Act, with particular emphasis on high-risk Al systems,
and analyzes its approach to the protection of fundamental rights. It further
explores whether the AI Act may be regarded as an instance of regulatory
overreach and assesses its potential implications for the European Union’s
competitiveness in the global artificial intelligence ecosystem.

8 Regulation (EU) 2024/1689 of the European Parliament and of the Council of 13 June
2024 laying down harmonised rules on artificial intelligence and amending Regulations
(EC) No 300/2008, (EU) No 167/2013, (EU) No 168/2013, (EU) 2018/858, (EU)
2018/1139 and (EU) 2019/2144 and Directives 2014/90/EU, (EU) 2016/797 and (EU)
2020/1828 (Al Act), OJ L, 2024/1689 of 12 July 2024.

% J. Ceranic Perisic, (2025a).

10N, Bianchiani, L. Ancona, “Artificial Intelligence: Europe must start dreaming again”,
Schuman Paper 728/2023, 1-9.
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2. THE PRINCIPAL OBJECTIVES AND REGULATORY
MECHANISMS OF THE AI ACT

A key objective of the Al Act is to regulate the development and use
of artificial intelligence through a risk-based approach that differentiates
between Al systems according to their potential impact on individuals and
society. The Al Act accordingly imposes graduated obligations on various
actors within the Al ecosystem, reflecting the degree of risk associated
with specific Al applications. Consequently, the Al Act should be viewed
as a sector-neutral yet risk-oriented regulatory framework, rather than as a
broad horizontal instrument comparable to the General Data Protection
Regulation (GDPR)."!

The Al Act has a very broad scope and a strong extraterritorial reach,
as it applies to any Al system having an impact in the EU, regardless of the
provider’s place of establishment. Specifically, the Al Act would apply
when the Al system is placed on the market or put into service in the EU,
when a user is located in the EU or when the output is used in the EU."?

Artificial Intelligence itself is defined in very broad terms in the Al
Act. It covers “any machine-based system designed to operate with vary-
ing levels of autonomy and that may exhibit adaptiveness after deployment
and that, for explicit or implicit objectives, infers, from the input it re-
ceives, how to generate outputs such as predictions, content, recommenda-
tions or decisions that can influence physical or virtual environments.”"?

The regulatory framework of the Al Act differentiates between Al sys-
tems and General-Purpose Al (GPAI) models. Unlike Al systems designed
for specific purposes, GPAI models are trained on extensive datasets
through large-scale self-supervised learning and exhibit a significant de-
gree of generality, enabling them to perform a diverse range of tasks and to
serve as the foundation for numerous downstream applications.

The Regulation further provides for a number of exemptions from its
scope of application. These exemptions encompass, inter alia:"*
e Al systems and models intended exclusively for military, defence,
or national security purposes;

11 Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April
2016 on the protection of natural persons with regard to the processing of personal data and
on the free movement of such data, and repealing Directive 95/46/EC, OJ L 119 of 4 May
2016.

12 Art. 2 of the Al Act.
13 Art. 3 of the Al Act.

14 T, Samman, B. de Vanssay, “What to take away from the European law on Artificial
Intelligence”, Schuman Paper 757/2024, 2.
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Al systems and models developed and deployed solely for scien-
tific research and development;

activities involving the research, testing, or development of Al
systems and models prior to their placement on the market or put-
ting into service; and

Al systems distributed under free and open-source licences, sub-
ject to the exceptions relating to prohibited Al practices and trans-
parency obligations applicable to certain generative Al systems.

The following sections first examine the regulation of Al systems un-
der the Al Act and then proceed to analyze the regulation of General-
Purpose Al (GPAI) models.

2.1. Regulation of Al systems

At the core of the Al Act lies a risk-based regulatory model under
which Al systems are classified according to the risks they may pose to
health, safety, and fundamental rights. On this basis, the AI Act establishes
four distinct categories of Al systems and assigns proportionate legal obli-
gations to the relevant actors involved in their development, placement on
the market, and use. The categories recognized by the Al Act are:

prohibited Al practices;
high-risk Al systems;
limited-risk Al systems; and
low- or minimal-risk Al systems.

2.1.1. Prohibited Al practices

The Al Act prohibits the placing on the market, the putting into service
or the use of the following Al systems (with exceptions for certain cas-
es): !’

Al systems that deploy subliminal techniques beyond a person’s
consciousness or purposefully manipulative or deceptive tech-
niques;

Al systems that exploit any of the vulnerabilities of a person or
specific group of persons due to their age, disability or a specific
social or economic situation;

Biometric categorization systems that categorize individually natu-
ral persons based on their biometric data to deduce or infer some
sensitive attributes;

15 Art. 5 of the AI Act.
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— Al systems for social scoring purposes;

— Use of ‘real-time’ remote biometric identification systems in pub-
licly accessible spaces for the purpose of law enforcement, with
some important exceptions;

— Al systems for making risk assessments of natural persons in order
to asses or predict the risk of a natural person committing a crimi-
nal offence;

— Al systems that create or expand facial recognition databases
through the untargeted scraping of facial images from the internet
or CCTV footage;

— Al systems that infer the emotions of a natural person in situations
related to the workplace and education, with some exceptions.

2.1.2. High-risk Al systems

The regulation of high-risk Al systems constitutes the central pillar of
the Al Act.'® It establishes both the criteria for identifying Al systems as
high-risk and the corresponding legal obligations applicable to the various
actors involved throughout the Al value chain, including providers, im-
porters, distributors, and deployers.

The AI Act designates as high-risk those Al systems that are capable
of adversely affecting health, safety, fundamental rights, the environment,
democratic processes, or the rule of law. To this end, the Al Act adopts a
dual classification approach.'’

The first category encompasses Al systems that fall within existing EU
product safety legislation. These include Al systems that either constitute
products themselves or function as safety components of regulated prod-
ucts, such as medical devices, vehicles, toys, or Al-enabled surgical sys-
tems.'®

The second category consists of Al systems expressly identified in
Annex III of the Regulation. These systems are considered high-risk due to
the sensitive nature of the sectors in which they are deployed and include,
inter alia:"

e biometric identification and categorisation systems;
e critical infrastructure;
e cducation and vocational training;

16 Art. 6 of the Al Act.

17 T. Samman, B. de Vanssay, 3.
18 J. Ceranic Perisic, (2025a), 158.
19 Art. 7 of the Al Act.
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e employment and workforce management;

e access to essential public and private services;

e law enforcement;

e migration, asylum, and border control management; and
e the administration of justice and democratic processes.

Notwithstanding their inclusion within these categories, the Al Act
provides for a mechanism through which providers may demonstrate that a
particular system does not present a level of risk sufficient to warrant clas-
sification as a high-risk Al system. This mechanism, commonly referred to
as the “filter”, applies exclusively to Al systems listed in Annex III of the
Al Act. It does not apply to Al systems covered by Annex I, which are
subject to the applicable Union product safety legislation and remain clas-
sified as high-risk where the conditions set out in Article 6(1) are fulfilled.
With regard to systems falling within Annex III, the filter applies where
the system does not materially influence decision-making and satisfies at
least one of the conditions specified by the Al Act. These include situa-
tions in which the Al system performs a narrowly defined procedural func-
tion, enhances the outcome of a previously completed human activity,
identifies patterns or anomalies without replacing human judgment, or
merely supports a preparatory stage of assessment.*’

The Al Act imposes an extensive set of requirements on high-risk Al
systems.?! These include obligations relating to risk management, data
governance, technical documentation, record-keeping, transparency, hu-
man oversight, accuracy, robustness, and cybersecurity. Collectively, these
requirements are intended to ensure that high-risk Al systems operate in a
safe, reliable, and accountable manner throughout their lifecycle.

In addition, the Al Act establishes a comprehensive framework of ob-
ligations for the various actors participating in the Al value chain. While
providers bear the primary compliance burden, importers, distributors, and
deployers are likewise subject to specific duties. The Al Act further clari-
fies the allocation of legal responsibility among these actors, particularly in
circumstances where substantial modifications to an Al system result in a
change of regulatory status or compliance obligations. Providers, in partic-
ular, are required to implement quality management systems, maintain
technical documentation and logs, undertake corrective measures where
necessary, ensure regulatory compliance, and fulfil various information
and reporting obligations.?

20 T. Samman, B. de Vanssay, 3.
21 Art. 16 of the Al Act.
22 J. Ceranic Perisic, (2025a), 159.
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2.1.3 Limited-risk Al systems

The third regulatory category encompasses Al systems that are primar-
ily subject to transparency obligations rather than extensive ex anfe com-
pliance requirements. This category includes, inter alia, generative Al
systems, emotion recognition systems, and biometric categorisation sys-
tems. The underlying rationale of these obligations is to ensure transparen-
cy, preserve informational integrity, and enable individuals to distinguish
between human-generated and Al-generated content.?

To that end, deployers of conversational Al systems must inform users
that they are interacting with an Al system. Providers of generative Al
systems are further required to ensure that Al-generated outputs are identi-
fiable through appropriate technical measures. Additional transparency
obligations apply to synthetic content, including deepfakes, which must be
clearly labelled as artificially generated or manipulated. Similar disclosure
requirements apply to Al-generated content intended to inform the public
on matters of public interest, subject to certain exceptions relating to hu-
man editorial control and responsibility.**

2.2. Regulation of general purposes AI models (GPAI)

The Al Act introduces a differentiated regulatory regime for General-
Purpose Al (GPAI) models, structured around two levels of obligations.
The first set of requirements applies to all GPAI models, whereas the sec-
ond imposes additional obligations on GPAI models deemed to pose sys-
temic risks.?

2.2.1. General Obligations Applicable to GPAI Models

The Regulation establishes a number of horizontal obligations for pro-
viders of GPAI models, irrespective of the specific context in which such
models are subsequently deployed.”® These obligations are intended to
enhance transparency, accountability, and regulatory oversight and in-
clude:?”’

e the preparation and maintenance of comprehensive technical doc-
umentation, including information relating to the training process,
testing procedures, and evaluation results;

2 Jbid.

24 T. Samman, B. de Vanssay, 4.

25 Art. 51 of the Al Act.

26 J. Ceranic Perisic, (2025a), 160.
27 T. Samman, B. de Vanssay, 4-5.
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e the provision of relevant documentation and instructions to down-
stream providers integrating GPAI models into their own Al sys-
tems, including information concerning the model’s capabilities
and limitations;

o the adoption of policies designed to ensure compliance with EU
copyright law; and

o the publication of a sufficiently detailed summary of the data and
content used for training the model.

The AI Act nevertheless provides for certain exemptions in relation to
open-source GPAI models. In particular, providers of non-systemic open-
source models are exempt from selected documentation obligations. How-
ever, the Al Act adopts a relatively narrow understanding of open-source
models, limiting this status to models released under licences that permit
access, use, modification, and redistribution, while also making publicly
available the model’s parameters, weights, architecture, and usage infor-
mation.”®

2.2.2. Additional Obligations for GPAI Models with Systemic Risk

Beyond the general obligations applicable to all GPAI models, the Al
Act establishes a stricter regulatory regime for GPAI models that present
systemic risks. These models are characterized by their high-impact capa-
bilities and are generally understood to encompass the most advanced and
powerful Al models currently available.

Providers of such models are subject to enhanced compliance require-
ments, including obligations to:*’

¢ conduct model evaluations using standardized methodologies, pro-
tocols, and testing tools;

e identify, assess, and mitigate systemic risks that may arise at the
level of the European Union;

e report serious incidents and the corrective measures adopted in re-
sponse to such incidents to the European Commission and relevant
national authorities; and

e implement and maintain an appropriate level of cybersecurity pro-
tection.

Through this two-tier framework, the Al Act seeks to balance the pro-

motion of innovation in the field of general-purpose Al with the need to

28 Ibid., 5.
29 Art. 55 of the Al Act.
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address the heightened risks associated with the most capable and widely
deployable Al models.

3. PROTECTION OF FUNDAMENTAL RIGHTS
UNDER THE AI ACT

The protection of fundamental rights and human dignity lies at the core
of the European approach to the regulation of Al. Automated decision-
making, algorithmic profiling, and large-scale data processing are viewed
as potential sources of risks to individual rights and freedoms, and are
therefore subject to strict substantive and procedural safeguards.

The EU regulatory framework places particular emphasis on transpar-
ency, explainability, human oversight, and access to effective legal reme-
dies. In this way, artificial intelligence is integrated into the existing
framework of fundamental rights protection and the rule of law, rather than
being treated merely as a technical or market-related issue.*

Article 1 of the Al Act provides that the purpose of the Regulation is
to improve the functioning of the internal market while promoting the up-
take of human-centric and trustworthy AI>' At the same time, the AI Act
seeks to ensure a high level of protection of health, safety, and fundamen-
tal rights as enshrined in the Charter of Fundamental Rights of the Europe-
an Union, including democracy, the rule of law, and environmental protec-
tion from the harmful effects of Al systems within the Union, while also
fostering innovation.*?

Furthermore, the Al Act expressly acknowledges the importance of in-
ternational human rights instruments, including the United Nations Con-
vention on the Rights of Persons with Disabilities, the United Nations
Convention Relating to the Status of Refugees, the United Nations Con-
vention on the Rights of the Child, and General Comment No. 25 on chil-
dren’s rights in relation to the digital environment. In addition to these
instruments from the United Nations human rights framework, the Al Act
also places significant emphasis on the EU legal order, requiring compli-
ance with the provisions of the Treaties of the European Union, the Charter
of Fundamental Rights, and relevant secondary EU legislation. With re-
gard to the prohibition of discrimination, the Al Act explicitly provides
that it shall not affect practices prohibited under the EU law, including

30 J. Cerani¢ Perii¢, (2025b), 22.

31 Art. 1 of the AT Act.

2 V. Kora¢, D. Prlja, G. Gasmi, “European Approach to Artificial Intelligence”,
Archaeology and Science 19/2023, 209-216, https://doi.org/10.18485/arhe_apn.-
2023.19.14.
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legislation relating to data protection, non-discrimination, consumer pro-
tection, and competition law.**

The extensive references to international and European human rights
instruments throughout the Al Act reflect the fact that all EU Member
States are parties to the European Convention on Human Rights, as well as
to the principal United Nations human rights treaties. Consequently, the Al
Act serves as a reminder that its provisions must be interpreted and applied
consistently with the existing international and European human rights
framework. In the development, deployment, and governance of artificial
intelligence, Member States are therefore required to ensure compliance
not only with the Al Act itself, but also with the broader system of human
rights protection established under United Nations instruments, the Euro-
pean Convention on Human Rights, and other relevant components of the
European supranational human rights architecture.**

4. OVERREGULATION CONCERNS AND THE EU'S GLOBAL
COMPETITIVENESS

While the Al Act is generally regarded as a significant step forward in
the protection of fundamental rights and the establishment of a harmonised
regulatory framework for Al within the European Union, parts of the aca-
demic and professional literature have raised concerns that the Union may
have adopted an overly stringent regulatory approach, potentially resulting
in regulatory overreach. In this context, it has been argued that the cumula-
tive effect of compliance obligations, particularly for providers of general-
purpose and high-risk Al systems, may impose significant regulatory bur-
dens that could affect innovation capacity and market dynamics within the
EU.”

Against this background, it is further suggested that the implementa-
tion of the Al Act may have implications for the Union’s position in the
global Al ecosystem. The United States and China are widely regarded as
global leaders in Al innovation, development, and large-scale deployment,
benefiting from strong private investment, extensive access to data, and
highly integrated technological ecosystems. In comparison, the EU is often
characterised as operating within a more fragmented regulatory and market

33 Recital 45 of the AT Act.

34 7. Cerani¢ Perisi¢, S. Misan, ,, Akt o vestagkoj inteligenciji Evropske unije i savremeni
izazovi u ostvarivanju i zastiti ljudskih prava®, Medunarodni naucni skup Savremeni izazovi
u ostvarivanju i zastiti ljudskih prava (ur. B. Bojani¢), Pravni fakultet Univerziteta u Pristi-
ni sa privremenim sediStem u Kosovskoj Mitrovici, Institut za kriminiloska i socioloska
istrazivanja, Institut za uporedno pravo, Kosovska Mitrovica 2025, 29.

35 N. Bianchiani, L. Ancona.
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environment, which may limit the scalability of Al solutions developed
within its jurisdiction.*®

Accordingly, some scholars argue that the enforcement of the Al Act,
while normatively justified from the perspective of fundamental rights
protection, could nevertheless reinforce existing structural disadvantages
and thereby further challenge the EU’s relative competitiveness in compar-
ison with these leading jurisdictions.?’

A number of structural and systemic factors are commonly identified
in the literature as contributing to the EU’s comparatively weaker position
in the field of Al These include the fragmentation of the digital single
market,*® regulatory heterogeneity across Member States in adjacent policy
areas, limited availability of large-scale and high-quality datasets,” com-
paratively lower levels of venture capital investment in deep-tech sectors,
and the outflow of highly skilled professionals to third countries,*’ espe-
cially the United States.*' In addition, some analyses point to the absence
of a fully integrated and coordinated European innovation ecosystem ca-
pable of effectively translating research outputs into scalable industrial
applications.**

In response to these challenges, a range of policy measures have been
proposed in order to strengthen the EU’s position in the global Al land-
scape. These include the further development of a Common European Data
Space,*” enhanced and sustained funding for artificial intelligence research
and innovation under EU-level programmes, the strengthening of cross-
border innovation ecosystems and public—private partnerships, as well as
the potential establishment of specialised European centres for artificial
intelligence research, development, and deployment aimed at consolidating
expertise and improving technological competitiveness.**

36 Ibid.

37 Ibid.

38 What is holding back artificial intelligence adoption in Europe?, https.//www.bruegel.-
org/policy-brief/what-holding-back-artificial-intelligence-adoption-europe, 10 June 2026.

3 The world’s most valuable resource is no longer oil, but data, Attps://www.-
economist.com/leaders/2017/05/06/the-worlds-most-valuable-resource-is-no-longer-oil-
but-data, 10 June 2026.

40 The Global Al Talent Tracker 2.0, https://macropolo.org/digital-projects/the-global-
ai-talent-tracker/, 10 June 2026.

41 One third of Al talent from American universities come from the EU (N. Bianchiani,
L. Ancona, 6).

42 J. Ceranic Perisic (2025a), 150-154.

4 Common European Data Base, https://dataspaces.info/common-european-data-
spaces/#page-content, 10. jun 2026.

44 N. Bianchiani, L. Ancona.
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5. CONCLUSION

The Artificial Intelligence Act constitutes a foundational milestone in
the European Union’s regulatory approach to Al, establishing the first
comprehensive, risk-based legal framework in this domain at the global
level. From a normative perspective, the Al Act reflects a coherent attempt
to embed artificial intelligence within the Union’s constitutional values, in
particular through the prioritisation of transparency, accountability, human
oversight, and the safeguarding of fundamental rights. In this sense, the Al
Act may be regarded as a decisive step towards the consolidation of a hu-
man-centric model of technological governance, grounded in the principles
of legal certainty and the rule of law.*’

However, the comprehensive and highly detailed nature of the regula-
tory framework has also generated sustained debate regarding its potential
systemic effects on innovation and market dynamics. A significant strand
of academic commentary has pointed to the risk that the cumulative com-
pliance obligations imposed on providers, particularly in relation to high-
risk and general-purpose Al systems, may result in regulatory overreach.
In this regard, it is argued that the intensity of regulatory intervention
could impose structural constraints on innovation capacity, increase market
entry barriers, and affect the overall competitiveness of the European Al
industry.

These concerns are further amplified when situated within the broader
geopolitical and economic context of artificial intelligence development.
Compared to the United States and China,*® which benefit from highly
integrated innovation ecosystems, substantial investment capacities, and
extensive data infrastructures, the EU continues to operate within a com-
paratively fragmented regulatory and market environment. Against this
background, it remains an open question whether the EU’s regulatory
leadership will translate into technological leadership, or whether it may,
in certain respects, contribute to a relative competitive disadvantage in
global AI markets.

Ultimately, the analysis suggests that the Al Act should be regarded as
a necessary and, in principle, justified regulatory response to the risks as-
sociated with artificial intelligence. At the same time, however, its com-
prehensive and demanding regulatory approach creates a genuine risk of
overregulation if compliance requirements are applied in a manner that
unnecessarily constrains technological development and market access.
The objective should therefore not be to choose between regulation and

45 7. Cerani¢ Perisi¢, (2025b), 20.
46 J. Cerani¢ Perisi¢, (2025b), 16-19.
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innovation, but to ensure that regulation remains proportionate to the risks
it seeks to address. In this respect, the long-term effectiveness of the Al
Act will depend not only on the protection of fundamental rights and the
enforcement of regulatory standards, but also on the EU’s ability to pre-
serve an environment conducive to innovation and technological competi-
tiveness. The central challenge for the European Union will thus be to
maintain a dynamic balance between effective protection against the risks
of Al and the regulatory flexibility necessary for the development of a
competitive European Al ecosystem.
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AKT O BEHITAYKOJ HHTEJIMI'EHIINJN EBPOIICKE YHUJE:
PEI'YJATOPHU OKBUP U N3A30BU UMIIVIEMEHTALINJE

Caorcemax

Akt o Bemtaukoj uHTenureHuuju (Axt BU) crymmo je Ha chHary .
aBrycra 2024. W TpeAcTaBihba MPBH CBEOOYXBATHH PETYIATOPHH OKBHUD
EBporicke yHuje kojuM ce ypehyje Bemrauka nntenurenuyja (BM1). 3acuo-
BaH Ha MPUCTYIy KOjU MOYMBA HA MpoueHH pu3uka, Akt BU nma 3a mwb
na 00e30eau a CHCTEMH BEITayKe WHTEIUTCHIN]E KOJH ce pa3BHjajy H
npumMeyjy y EY Oyay 6e30emuu, moy3nanu u yckiah)eHH ca 3amTUTOM
OCHOBHHUX MpaBa. VICTOBpeMEeHO, HETOBO yCBajamhe H3a3Bajlio je 030HJbHY
IHUCKYCH]jy Yy MOTJIEAY MOTEHLMjaTHOT YTHIIAja Ha HMHOBALM]j€, TEXHOJIOMIKH
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Ha Cjenumene Amepuuke [lpkaBe u Hapoany PenyOnuky Kuny. Hakon
YBOJHHX pa3Marpama o MoTpeOH peryiaucama pa3Boja 1 IpUMEHE BellTay-
K€ MHTEJIMI'€HLUj€e YOIIIITe, paJ UCIIUTYje OCHOBHE IINJbEBE U PETYJIaTOpHE
MeXaHn3Me ycrocTaBibeHe Aktom BU, ca moceGHIM OCBPTOM Ha BHCOKO-
pHU3MUYHE CHUCTEeMe BellTauke MHTenureHnuje. Hakon Tora, ananusupa Ha-
YIH Ha KOju je 00e30eljeHa 3amTuTa OCHOBHHX TpaBa y okBupy Axrta BU.
HanocneTky, paj pa3maTpa Jia i MPHUCTYI T3B. PEKOMEPHOT peryJuca-
Wa, 3a koju ce EY omnpenenuna npunukom uspane Axkra BU, moxe numatu
WUMIUTUKAlKje Ha KOHKYPEHTHOCT YHHje y INI0OaTHOM E€KOCHCTEMY Bell-
TayKe UHTEIUICHLH]E.

Kibyune peuu: Axm o eewmauxoj unmenueenyuju, Eeponcka yuuja;
Ocnosena npasa; Illpexomepno pezynucarwe; Konkypen-
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