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Abstract. This paper examines the European Union Artificial Intelligence Act (AI
Act) as a strategic regulatory response to the rapid and pervasive diffusion of artificial
intelligence technologies. Starting from a conceptual framing of Al as an instrument
of augmented intelligence rooted in bounded rationality, the contribution highlights
how contemporary Al systems adopt satisficing logics through heuristics and large-
scale data processing rather than pursuing optimal solutions. The analysis situates the
AT Act within the broader EU digital strategy and discusses its risk-based regulatory
architecture, which classifies AI systems according to the severity and likelihood of
potential harm to fundamental rights, safety, and democratic values. Particular atten-
tion is devoted to high-risk AI systems, whose stringent compliance obligations raise
significant legal, technical, and economic challenges, especially for SMEs and start-
ups. While acknowledging the risks of regulatory rigidity, innovation slowdown, and
market entry barriers, the paper also emphasizes the strategic opportunities gener-
ated by the AI Act. These include the consolidation of a trustworthy, human-centric
Al ecosystem, the strengthening of the Digital Single Market, and the potential emer-
gence of a global regulatory benchmark through the so-called “Brussels effect” Ulti-
mately, the AI Act is interpreted not merely as a compliance burden, but as a long-
term investment capable of transforming regulation into a competitive advantage for
the European system.

Keywords: Artificial Intelligence Act, EU Digital Regulation, risk-based approach,
high-risk AI systems, Fundamental Rights Protection, SMEs and Innova-
tion, trustworthy Al, Brussels Effect.

1. THE AT REVOLUTION AND THE NEED FOR REGULATION.

Great revolutions are, for the most part, silent. By the time we realize
that an epoch-making change is underway, that change has already occurred,
and often, few have seen it coming. In the collective imagination, great revo-
lutions find their seeds of development in a sensational, often violent act that
immediately attracts public and media attention, masking and silencing the
transformations that take place quietly and which, paradoxically, are the ones
destined to make the most noise. The human mind struggles to project and
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understand the long-term effects of slow but inexorable
transformations and to perceive the real extent of change
in the short term.

This is particularly true in the case of technological
revolutions, which are never sudden but are the result of
a process of gradual development and implementation,
the consequences of which, however, are often disruptive.

The advent of Artificial Intelligence (AI) is undoubt-
edly one of the most discussed and significant IT revolu-
tions in contemporary history. A new language of writ-
ing so sophisticated that it can simulate human intellec-
tual processes. It is difficult to give a single, rigorous def-
inition of ‘Artificial Intelligence’, and it therefore seems
appropriate to refer to some authoritative elaborations.
Artificial Intelligence is, therefore, ‘the study of how to
make computers do things that, at present, people are bet-
ter at’! and, furthermore, ‘computational intelligence is
the study of the design of intelligent agents™.

However, at the definitional level, even more sig-
nificant is the concept of ‘bounded rationality’ devel-
oped by Nobel Prize winner Herbert Simon, which has
had a crucial impact on the emergence and design of
Al-based computing systems, forming their theoretical
basis. According to Simon, human decision-makers are
endowed with limited rationality because they are subject
to cognitive constraints, time constraints, and informa-
tion limitations, as it is impossible to access all relevant
information or process it completely. Therefore, decisions
that, at least on the surface, appear to lack reasoning and
do not guarantee an optimal result are, on the contrary,
perfectly suitable (i.e., rational) insofar as human beings,
thanks to experience, are aware of their own limitations
and the context of reference. Our intellect inhibits the
expenditure of resources and does not seek optimal solu-
tions, but satisfactory ones. Human thinking is certainly
fallible, but economical in that it aims to avoid wasting
time and energy and to achieve a functional result.

Even the latest generation of Artificial Intelligence
adopts a satisficing rather than maximizing methodol-
ogy. This approach involves the pervasive use of heuris-
tics and algorithmic cognitive shortcuts, aimed at iden-
tifying a pragmatic optimal solution (good enough solu-
tion) within predefined and stringent time limits, rather
than searching for the perfect solution, which would be
impractical or asymptotic in terms of cost and time.

Al, far from being a mere emulation of human intel-
ligence, thus rises to the rank of a cognitive- amplifying

''E. Rich, K. Knight, Artificial Intelligence, McGraw-Hill, 1991, “The
study of how to make computers do things that, at the moment, people
are better at’.

2D.L. Poole, A.K. Mackworth, R. Goebel, Computational intelligence: A
logical approach, Oxford University Press, 1998.

Enrico Maggiora, Claudia Iacobino

tool aimed at overcoming the intrinsic cognitive limi-
tations of the decision-maker. AI algorithms exhibit a
capacity for massive data processing (Big Data Analysis)
that exceeds the threshold of human processing, thus
increasing the ‘information blade’ of Simon’s scissors
(i.e., the ability to acquire and process relevant informa-
tion). The primary objective of this integration is not to
replace human rationality, but rather to optimize and
augment it (augmented intelligence).

Artificial Intelligence, by virtue of its computational
properties and algorithmic nature, exerts a highly perva-
sive, transformative influence, reshaping the operational
structures of every strategic sector of the economic and
social fabric: from industrial automation to healthcare,
from finance to public administration. Increasingly
sophisticated Artificial Intelligence systems, in particular
General-Purpose Al Systems (GPAI) and generative Al
have demonstrated extraordinary innovative potential.
This rapid technological evolution also raises crucial eth-
ical and legal questions relating to transparency, security,
fairness, and the protection of fundamental rights.

The need for supranational regulation of Artificial
Intelligence at the continental level has become a legal
and strategic imperative to ensure that the penetration
and adoption of this technology takes place in accord-
ance with the principles of ethics, safety, and transpar-
ency. This need is motivated by the (real) risk of com-
promising the fundamental values of the European
Union, arising from specific systemic dangers such as
algorithmic discrimination (linked to biases inherent in
datasets), mass surveillance, behavioral manipulation of
individuals, and the opacity and poor traceability of syn-
thetic content (e.g. deepfakes).

In addition to these critical issues, there is also a
need to prevent the fragmentation of the Digital Sin-
gle Market caused by the emergence of heterogeneous
and divergent national regulations. In response to this
complex scenario, and in line with the A Europe Fit for
the Digital Age’ policy strategy, the European Union
has developed and adopted the Artificial Intelligence
Act® (abbreviated to ‘Al Act’). This regulatory docu-
ment establishes a harmonized legal framework at EU
level, adopting a risk-based approach. This methodology
provides for the taxonomic classification of Al systems
according to the probability and severity of the potential
harm they may cause (divided into categories ranging
from ‘unacceptable risk’ to ‘minimal risk’).

* Full title: “Regulation of the European Parliament and of the Council
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.
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The AI Act is not exclusively an ex-ante precaution-
ary measure, but rather an ambitious attempt to strike
a balance between the demand for technological inno-
vation and the duty to protect fundamental rights. The
implicit objective of the Regulation is to project a de fac-
to global standard for anthropocentric and trustworthy
Al governance, achieving the so-called ‘Brussels effect™
at an international level.

2. THE EU Al ACT
A general overview

The AI Act is one of the pillars on which the Euro-
pean Union’s digital strategy is based, which aims to
achieve a virtuous balance between supporting innova-
tion and competitiveness in Member States and protect-
ing the fundamental rights of citizens, workers, and con-
sumers. The process of approving the legislation began
on 21/04/2021 with the presentation of a proposed Reg-
ulation by the European Commission. Since its incep-
tion, the regulatory framework has expressed the inten-
tion to establish a harmonized and proportionate regu-
latory framework for the regulation of Artificial Intelli-
gence within the Union.

This objective has led to the adoption of a risk-based
approach, structuring the proposal around a taxonom-
ic classification of AI systems according to the level of
potential harm (i.e., risk) they may pose to the safety,
health and fundamental rights of individuals. This clas-
sification forms the regulatory basis from which the legal
definitions, compliance requirements (ex ante and ex
post obligations) and specific burdens imposed on the
economic operators involved (suppliers, importers, dis-
tributors and users) in relation to the place on the mar-
ket and use of such systems derive directly.

On 14/06/2023, the European Parliament formal-
ized its negotiating position on the document and,
subsequently, on 9/12/2023, the Trilogue composed of
the European Parliament, the Council and the Euro-
pean Commission negotiated and signed a provisional
agreement on the content of the text of the regulation.
At a technical meeting on 21 January 2024, the Euro-
pean Commission made the final version of the text of
the regulation available. From that point onwards, the
approval process was fairly rapid: in March, the Stras-
bourg Assembly confirmed the final text by a large
majority, and in May, the EU Council definitively adopt-
ed the AT ACT in its current version.

* Anu Bradford, The Brussels Effect, How European Union rules the
Word, Oxford Press University

The European Regulation on Artificial Intelli-
gence pursues the stated dual purpose of improving the
functioning of the internal market and stimulating the
spread of human-centric and reliable Artificial Intel-
ligence (AI) systems. Complementarily, it establishes a
high standard of protection for health, safety and funda-
mental rights protected by the Charter of Fundamental
Rights of the European Union (including democracy,
the rule of law and environmental protection) from the
harmful effects of the use of AI systems, while also pro-
moting innovative development. Furthermore, the fun-
damental objectives pursued by the AI Act include: the
establishment of a regulatory framework complementary
to the General Data Protection Regulation (GDPR) in
relation to specific aspects of personal data protection
connected to Al, the regulated management of risks aris-
ing from the use of Artificial Intelligence systems, and
the promotion of technological development that is both
safe and controlled.

The subjective scope of the Regulation essen-
tially concerns two players, in particular: ‘Suppliers’,
which includes any entity, whether public or private,
that makes the AI system available on the European
Union market, and ‘Operators’, which refers to all enti-
ties responsible for the use of the AI system in Europe
and the resulting output, regardless of their geographical
location. In addition to these figures, there are import-
ers, distributors and authorized representatives, who
participate in various ways in the circulation or use of
AT platforms. Platforms intended for military, defense,
national security purposes and those dedicated exclu-
sively to scientific research and development are explic-
itly excluded.

Compliance with the obligations under the AI Act for
each of the above-mentioned entities is modulated differ-
ently according to the specific use of the technology and,
crucially, according to the level of intrinsic risk associated
with the Al systems adopted by the organization.

AT practices posing an unacceptable risk constitute
the fine line between whether an AI system can be con-
sidered lawful or not. AI systems that contravene the
fundamental values of the Union and that may pose a
significant threat to the security and freedom of indi-
viduals, through techniques designed to manipulate the
consent or decision-making of citizens, manipulating or
exploiting people’s vulnerabilities or creating unfair dis-
crimination, are considered to be of ‘unacceptable risk’
and are therefore prohibited.

Chapter III, Section 1 is entirely devoted to AI sys-
tems classified as ‘high risk’, for which there is no ban,
but very stringent technical and procedural obligations
are imposed. An Al practice can be considered ‘high
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risk” when its use can significantly affect people’s health,
safety or fundamental freedoms. Suppliers of high-risk
AT systems must comply with stringent and ongoing
obligations and

ensure an adequate level of compliance. The place-
ment on the market of such systems is always subject to
a mandatory conformity assessment.

Finally, we come to AI practices considered ‘low
risk’, which are subject to much milder obligations,
aimed primarily at ensuring the transparency of Al use
processes and self-regulation. The risk associated with
these systems is not structural but is limited to cases
where the user is not adequately informed about their
interaction with the machine. As mentioned, the AI Act
does not impose any particular legal obligations on such
systems but encourages adherence to voluntary codes of
conduct for the promotion of ethical and safe practices.

3. RISKS AND OPPORTUNITIES FOR
THE EUROPEAN SYSTEM.

The introduction of such a detailed regulatory
framework for artificial intelligence is an important
strategic choice for the European Union, although it
exposes the continental system to a number of intrinsic
technical, legal and economic risks that EU institutions
and operators in the sector are inevitably called upon to
address.

In the author’s opinion, one of the most challenging
aspects of the Regulation lies in the correct legal classifi-
cation of AT practices, with particular reference to ‘high-
risk’ systems. This classification presents the greatest
degree of uncertainty in terms of definition, even though
it is the prerequisite for the activation of the highest set
of compliance obligations. It is also essential to con-
sider the exponential speed at which AI is evolving.
The rigidity of the list contained in Annex III, which
defines ‘high-risk’ systems, risks becoming obsolete with
the emergence of new applications (e.g., the interaction
between basic models and specific downstream systems),
making it necessary for the European Commission to
constantly and promptly review and update it.

Furthermore, the compliance burdens imposed on
suppliers of ‘high-risk’ systems are extremely detailed
and technically complex, involving the entire production
chain.

The obligation to guarantee data quality and govern-
ance requires burdensome procedures to ensure the repre-
sentativeness, absence of bias and traceability (data prov-
enance) of training, validation and festing data. In addi-
tion to the already complex framework described above,
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there is also the obligation to maintain detailed automatic
records as referred to in Article 12 (logging capabilities),
which are necessary to enable the traceability of opera-
tions throughout the entire life cycle of the system, with
obvious implications in terms of data security and privacy
management. Although the entire compliance assessment
process is designed to ensure security, it requires consid-
erable resources and specialist expertise, which clearly
places a particular financial burden on SMEs.

An excessive compliance burden, particularly for
start-ups and SMEs, runs the real risk of slowing down
technological innovation in Europe. The high cost of
technical and documentary requirements (Art. 16 et seq.),
combined with the risk of penalties, could discourage
small businesses from developing or using ‘high-risk’ sys-
tems, limiting their competitiveness compared to global
competitors operating in less regulated jurisdictions.

In summary, the Al Act sets an ambitious ethical
and safety standard, but its effectiveness will depend on
the ability of European institutions and economic opera-
tors to overcome these technical, governance and eco-
nomic sustainability challenges.

In any case, despite the potential risks described
above, the AI Act is not only a burden for European
operators and, under certain conditions, also for the
legislator, but is also a strategic lever capable of generat-
ing significant economic and geopolitical opportunities.
Regulation of this area can, in fact, constitute a competi-
tive global advantage, transforming compliance into a
real market asset. The Al

Act, as was the case with the adoption of the GDPR,
can easily generate the infamous ‘Brussels effect’. By
imposing high standards on anyone wishing to operate
in the Single Market, the EU is effectively pushing global
economic players to adopt its standards worldwide, opti-
mizing production processes and avoiding duplication of
systems. As the first bloc in the world to establish a com-
prehensive and binding regulatory framework for Al,
Europe can shape the international rules of the game,
influencing future legislation in third countries.

The Regulation also defines a global benchmark
for trustworthiness and safety. The ‘Made in the EU, Al
Compliant’ label can become an internationally recog-
nized mark of quality, facilitating the export of European
technologies. The harmonization of standards at Euro-
pean level eliminates regulatory fragmentation between
Member States, reducing compliance costs for European
companies and creating a digital Single Market for AL
Stringent requirements for ‘high-risk’ systems impose rig-
orous development processes that not only increase safety
but also enhance the technical quality and reliability of
European products, making them more attractive.
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The AI Act should therefore be interpreted as a long-
term strategic investment: an initial compliance cost that
generates a return in the form of consumer confidence,
international competitiveness and technological autonomy.
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