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by Sergio Pappagallo®

: Questa rubrica illustra la logica regolatoria dell’Al Act europeo
(Regulation (EU) 2024/1689), fornendone un’introduzione sistematica
attraverso il framework del principio di precauzione. L’analisi muove dalla
definizione di intelligenza artificiale contenuta nell’Articolo 3, eviden-
ziando le criticita tecniche e filosofiche che caratterizzano tali sistemi: dai
problemi di overfitting e data bias al problema epistemologico dell’indu-
zione nelle inferenze predittive. La rubrica dimostra come il legislatore
europeo abbia strutturato una risposta normativa all’incertezza tecnolo-
gica mediante un sistema di classificazione del rischio articolato su
quattro livelli progressivi: dalle pratiche espressamente proibite ai sistemi
ad alto rischio, fino a quelli a rischio limitato e minimo, ciascuno soggetto
a obblighi e controlli differenziati.

: Al Act, Innovazione, Classificazione dei rischi, Principio di
Precauzione, Problema dell’Induzione.

: This section illustrates the regulatory logic of the European Al
Act, Regulation (EU) 2024/1689, providing a systematic introduction
through the precautionary principle framework. The analysis begins with
the artificial intelligence definition contained in Article 3, highlighting the
technical and philosophical criticalities characterizing such systems: from
overfitting and data bias problems to the epistemological problem of
induction in predictive inferences. The section demonstrates how the
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European legislator structured a normative response to technological
uncertainty through a risk classification system articulated on four
progressive levels: from expressly prohibited practices to high-risk
systems, down to limited-risk and minimal-risk systems, each subject to
differentiated obligations and controls.

Al Act, Innovation, Risk Classification, Precautionary
Principle, Problem of Induction.

Introduction

As with most legislative processes, one of the conditions
necessary to regulate a phenomenon is that the phenomenon
poses risks to the values that societies need to protect, and that
the phenomenon is scalable. Think of an example of the first traffic
codes developed precisely because of the massive use of
automobiles. Similarly, Al has been implemented for a long time
already. Still, recent applications and even more recent massive
uses of such technologies have made it imperative to have an
initial regulation that would bring multiple actors into an
international agreement. Besides, the most serious errors in Al
systems require specialized skills to be identified and corrected
(Binns, 2018). Therefore, it is better to anticipate risk factors. The
Artificial Intelligence Act (European Commission, 2024) represents
a significant attempt to balance the promotion of innovation with
the need to structure the safe development and use of Al
overcoming the practices of ethics washing and protecting society
from the most significant risks. This approach reflects the
“responsible innovation” concept discussed by Stilgoe et al. (2013),
which emphasizes the importance of considering new technologies’
ethical and social implications during the development process.
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1. Conceptual Framework

The Al Act provides in Article 3 a definition of Al that
emphasizes adaptivity post-implementation, impacting society. In
addition, the definition considers the relationship between input
and output. This implies that risk management must refer to this
relationship. At a technical level, there are two main problems:
overfitting and data bias. Overfitting occurs when a model overfits
training data, compromising its ability to generalise to new data
(Barocas et al., 2019). Data bias emerges when the dataset does
not adequately represent reality, causing potential discrimination
and perpetuating existing societal biases (O’Neil, 2016). Also, note
that Als are models that use inductive inferences to make
predictions. Therefore, they are subject to the classic philosophical
problem of induction because even if the input data were of high
quality, inductive inferences could not guarantee true conclusions
by their very nature (Henderson, 2022). Therefore, uncertainty is
an ineradicable component when it is necessary to obtain an
amplifying prediction from the observed phenomenon to the
unobserved phenomenon. Still, it is essential to govern it to ensure
its manageability on a large scale. To this end, the precautionary
criterion is one of the most fitting strategies in the ethical-legal
context. The regulatory framework adopted by the EU on Al uses
this criterion precisely, imposing preventive measures that are all
the more stringent, the more significant the impact and likelihood
of risks. The inherent difficulty in accurately predicting all the
consequences of the massive use of Al makes the precautionary
principle particularly suitable, as it promotes rigorous assessment
of Al technologies’ risks and long-term implications.
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2. Risk Classification

Title II of the AI Act establishes four categories of
prohibited practices in using Al. The first concerns subliminal
manipulation and deception: using techniques that operate beyond
the users’ awareness, impairing their ability to make rational
choices, is prohibited. The second category concerns the
exploitation of vulnerabilities: Al cannot be used to take advantage
of conditions such as age, disability, or disadvantaged socio-
economic situations. The third prohibition relates to discriminatory
social scoring: using systems that score individuals based on social
behaviors or personal characteristics is not permitted, as this
reduces the person to a mere numerical datum, undermining
human dignity and potentially perpetuating social inequalities.
Lastly, the fourth category concerns mass surveillance and
biometric identification: using real-time facial recognition and
biometric tracking systems in public spaces is severely restricted
and requires extreme justification and strict oversight. Then, the Al
Act defines high-risk Al systems according to two key criteria. The
first identifies systems that serve as security components in
products already regulated by the EU in Annex II, such as medical
devices, vehicles, and toys, which are subject to external
compliance evaluation. The second includes systems listed in
Annex III of the Al Act, including biometric identification, critical
infrastructure management, education, employment, and law
enforcement. The legislation provides exemptions for systems with
limited impact, such as those that perform -circumscribed
procedural operations or optimize pre-existing human decisions.
These exemptions do not include systems that profile individuals
based on job performance, financial status, or behavior.

Next, the legislation defines the limited-risk categories,
focusing on transparency obligations. Such technologies typically
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interface with users, generate content, recognize emotions, and
categorize biometric data. The legislation imposes disclosure
requirements for these systems on the artificial nature of the
interaction or content generated.

Finally, the minimal-risk category, which represents the
majority of Al applications in the market, includes systems such as
spam filters, video games, and editing tools, which are subject to
minimal regulation. Although the latter do not pose significant
risks to fundamental rights, the regulatory framework encourages
voluntary adherence to codes of conduct to ensure ethical and
transparent practices in technical implementation.
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