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A CONSTITUTIONALLY ORIENTED READING 
OF THE EU ARTIFICIAL INTELLIGENCE ACT 

Federico Casolari*

1.  Introduction

12 July is definitely a date to mark on the 2024 calendar. After
a long wait, the text of the Artificial Intelligence Act (‘AIA’), which 
had been adopted – after four years of negotiation – on 13 June of 
the same year, was finally published in the Official Journal of the 
European Union on that day. The AIA entered into force on 1 Au-
gust 20241.

As is well known, this Act, whose official name is Regulation 
laying down harmonized rules on artificial intelligence, constitutes 
the first attempt in secondary European Union law to introduce a 
piece of legislation aimed at ensuring the functioning of the internal 
market by laying down a uniform legal framework for the develop-
ment, the placing on the market, the putting into service and the use 
of artificial intelligence systems. On the other hand, the AIA pro-
motes the human centric approach that the European Union (‘Euro-

* Head of the Department of Legal Studies, University of Bologna, Italy.
1  The vast majority of rules of the AIA will start applying on 2 August 2026

(Regulation (EU) 2024/1689, Article 113). However, prohibitions of AI systems 
deemed to present an unacceptable risk will already apply after six months, while 
the rules for so-called General-Purpose AI models will apply after 12 months (ibid.). 
In this context, the European Commission is promoting the AI Pact, in order to an-
ticipate the AIA on a voluntary basis and start implementing its obligations ahead 
of the legal deadline (https://digital-strategy.ec.europa.eu/en/policies/ai-pact).
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pean Union’ or ‘Union’) is developing towards the digital sphere, in-
troducing concrete obligations to prevent breaches of the EU values 
and fundamental rights.

Much has been written about the content of the AIA – or, rather, 
the provisional texts that were gradually made public by the EU insti-
tutions involved in the decision-making process – and much more will 
be written in the coming months, now that the final text of the Act is 
available in its authentic form2. This contribution is not intended to 
add to these commentaries with further analysis on the content of the 
AIA. Rather, building on previous commentaries, the purpose of the 
contribution is to highlight how the AIA fits into the context of what 
has been called the constitutionalisation process of the European digit- 
al transition3, meaning the gradual anchoring of the EU digitalisation 

2  For an overview of the new legislative framework, see, inter alia, M. veale, 
F. zuiDerveen borGesius, Demystifying the Draft EU Artificial Intelligence Act. 
Analysing the Good, the Bad and the Unclear Elements of the Proposed Approach, 
in Computer Law Review International, 22, 2021, pp. 97 ff.; M. ebers, Standard-
izing AI – The Case of the European Commission’s Proposal for an Artificial In-
telligence Act, in l.a. DiMatteo et al. (eds.), The Cambridge Handbook of Artifi-
cial Intelligence: Global Perspectives on Law and Ethics, Cambridge, Cambridge 
University Press, 2022, pp. 321 ff.; p. Dunn, G. De GreGorio, The European Risk-
based Approaches: Connecting Constitutional Dots in the Digital Age, in Common 
Market Law Review, 59, 2022, pp. 473 ff.; C. aMalFitano, F. Ferri, Transizione 
digitale e dimensione costituzionale dell’Unione europea: tra principi, diritti e val-
ori, in r. torino, s. zorzetto (eds.), La trasformazione digitale in Europa. Diritti 
e principi, Torino, G. Giappichelli Editore, 2023, pp. 1 ff.; C. JasseranD, The Fu-
ture AI Act and Facial Recognition Technologies in Public Spaces, in European 
Data Protection Law Review, 9, 2023, pp. 430 ff.; n. th. nikolinakos, EU Policy 
and Legal Framework for Artificial Intelligence, Robotics and Related Technologies 
– The AI Act, Springer, 2023; P. haCker, Sustainable AI Regulation, in Common 
Market Law Review, 61, 2024, pp. 345 ss.; C. novelli et al., AI Risk Assessment: 
A Scenario-Based, Proportional Methodology for the AI Act, in Digital Society, 3, 
2024; M.C. GaMito, C.t. MarsDen, Artificial Intelligence Co-regulation? The Role 
of Standards in the EU AI Act, in International Journal of Law and Information 
Technology, 32(1), 2024; C. neCati pehliva, Report: The EU Artificial Intelligence 
(AI) Act: An Introduction, in Global Privacy Law Review, 5, 2024, p. 31 ff.; M. al-
MaDa, a. raDu, The Brussels Side-Effect: How the AI Act Can Reduce the Global 
Reach of EU Policy, in German Law Journal 25(4), 2024, pp. 646 ff.; S. waChter, 
Limitations and Loopholes in the EU AI Act and AI Liability Directives: What This 
Means for the European Union, the United Nations, and Beyond, in Yale Journal of 
Law & Technology, 26, 2024, pp. 671 ff.

3  See, among others, o. polliCino, G. roMeo (eds.), The Internet and Consti-
tutional Law. The Protection of Fundamental Rights and Constitutional Adjudica-
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to the constitutional framework of the Union, i.e., to use an expres-
sion coined by the Grand Chamber of the Court of Justice in its ruling 
on the Achmea case, “the essential characteristics of the EU and its 
law, relating in particular to the constitutional structure of the EU and 
the very nature of that law”4. In Achmea, the Court also recalls that:

EU law is characterised by the fact that it stems from an 
independent source of law, the Treaties, by its primacy over the 
laws of the Member States, and by the direct effect of a whole 
series of provisions which are applicable to their nationals 
and to the Member States themselves. Those characteristics 
have given rise to a structured network of principles, rules 
and mutually interdependent legal relations binding the EU 
and its Member States reciprocally and binding its Member 
States to each other5. 

Although this process of constitutionalisation is often analysed 
in doctrine through the lens of the Union’s fundamental values and 
rights – and this, it should be noted, with good reason, given that 
fundamental values and rights define the Union’s “very identity as a 
common legal order”6 – there is no doubt that the implications such 
a process determines are wider-ranging, also including other profiles 
of a constitutional nature, among which it is worth mentioning both 
the distribution of competences between the Member States and the 
European Union and the role that the different actors of the multi-
level governance of the European Union are called upon to play in 
the algorithmic society.

tion in Europe, London, Routledge, 2016; u. bernitz et al. (eds.), General Princi-
ples of EU Law and the EU Digital Order, Alphen aan den Rijn, Kluwer, 2019; o. 
polliCino, Judicial protection of fundamental rights on the Internet: A road towards 
digital constitutionalism?, Oxford, Hart Publishing, 2021; G. De GreGorio, The 
Rise of Digital Constitutionalism in the European Union, in International Jour-
nal of Constitutional Law, 19(1), 2021, pp. 41 ff.; G. De GreGorio, Digital Con-
stitutionalism in Europe. Reframing Rights and Powers in the Algorithmic Society, 
Cambridge, Cambridge University Press, 2022. 

4  Judgment of 6 March 2018, Achmea, Case C-284/16, ECLI:EU:C:2018:158, 
para. 33. 

5  Ibid. 
6  Judgment of 18 February 2022, Hungary v. European Parliament and 

Council of the European Union, Case C-156/21, ECLI:EU:C:2022:97, para. 127.
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Moving from this premise, this contribution contains some brief 
reflections on the elements that make it possible to bring the AIA 
within the current process of constitutionalisation of the EU digital 
order. The analysis is preceded by a brief reference to the prospec-
tive point of view adopted by the EU institutions in tracing the tra-
jectories of European digital constitutionalism, i.e. the adoption of a 
doctrine marked by the affirmation of the strategic autonomy of the 
Union, which then evolved through the affirmation of a (self-pro-
claimed) European digital sovereignty.

2.  From the strategic autonomy of the Union to the proclamation 
of its digital sovereignty

Originating in the context of the Common Foreign and Secu-
rity Policy7, the doctrine of strategic autonomy has since acquired 
a cross-cutting scope, becoming a true mantra in the current phase 
of the European integration process8. The basic idea of this doctri-
ne is simple: to promote and protect the common interests of Eu-
ropean citizens, as well as the principles and values on which the 
Union is founded9. Its developments, however, are articulated and 
not yet fully matured. What is certain, as far as it is of interest he-
re, is that very early on, also in the wake of the COVID-19 pande-
mic, the need to “pursue digital policies that empower people and 

7  European Council, Conclusions, 19-20 December 2013, doc. EUCO 
2017/13, point 16. See also N. toCCi, European Strategic Autonomy. What It Is, 
Why We Need It, How to Achieve It, Roma, Istituto Affari Internazionali, 2021.

8  On this doctrine, see also Editorial Comments: Keeping Europeanism at 
Bay? Strategic Autonomy as a Constitutional Problem, in Common Market Law 
Review, 59(2), 2022, pp. 313 ff.; n. helwiG, v. sinkkonen, Strategic Autonomy 
and the EU as a Global Actor: The Evolution, Debate and Theory of a Contested 
Term, in European Foreign Affairs Review, 2022, 27, pp. 1 ff., and F. hoFFMeister, 
Strategic Autonomy in the European Union’s External Relations Law, in Common 
Market Law Review, 2023, 60, pp. 667 ff.

9  European Commission, Shared Vision, Common Action: A Stronger Europe. 
A Global Strategy for the European Union’s Foreign and Security Policy, p. 7; text 
available at https://www.eeas.europa.eu/sites/default/files/eugs_review_web_0.
pdf (last accessed – as any subsequent URL – on 31 August 2024).
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businesses to seize a human-centric, sustainable and more prospe-
rous digital future”10 led the main institutions of the Union to call 
for the affirmation of a true European digital sovereignty11, meaning 
the ability of the European Union to lead the way in the digital era, 
pivoting on its global values and ambitions12. An approach, that of 
the EU institutions, which, as specified by the European Commis-
sion in the European Data Strategy, “stems from European values 
and fundamental rights and the conviction that the human being is 
and should remain at the centre”13. Evidence of this is the fact that 
the 2021 Annual Report on the Application of the Charter of Funda-
mental Rights (‘CFR’ or ‘Charter’) focused precisely on the applica-
tion of rights in the digital environment14. Also worthy of mention is 
the recent adoption of a European Declaration on Digital Rights and 
Principles for the Digital Decade15, which, in reaffirming the need 
for “digital sovereignty in an open manner”16, intends to recognise 

10  European Commission, Digital Compass 2030: The European Model for 
the Digital Decade, doc. COM(2021) 118 final, 9 March 2021, 1.

11  Ibid. On this notion see, in doctrine, T. MaDieGa, Digital Sovereignty for 
Europe, European Parliamentary Research Service Ideas Paper Towards a More 
Resilient EU, July 2020, available at https://www.europarl.europa.eu/RegDa-
ta/etudes/BRIE/2020/651992/EPRS_BRI(2020)651992_EN.pdf; h. roberts et 
al., Safeguarding European Values with Digital sovereignty: An Analysis of State-
ments and Policies, in Internet Policy Review, 2021, 10(3); s. poli, e. Fahey, The 
Strengthening of the European Technological Sovereignty and Its Legal Bases in the 
Treaties, in Eurojus.it, 2022, 8, pp. 147 ff.; S. yakouleva, On Digital Sovereignty, 
New European Data Rules, and the Future of Free Data Flows, in Legal Issues of 
Economic Integration, 2023, 49, pp. 339 ff.

12  European Commission, State of the Union Address by President von der 
Leyen at the European Parliament Plenary. Building the world we want to live in: 
A Union of vitality in a world of fragility, 16 September 2020, available at https://
ec.europa.eu/commission/presscorner/detail/en/SPEECH_20_1655.

13  European Commission, A European Strategy for Data, Doc. COM(2020) 
66 final, 19 February 2020, 4. Cf. also O.J. Gstein, Data Autonomy: Recalibrating 
Strategic Autonomy and Digital Sovereignty, in European Foreign Affairs Review, 
2023, 28, pp. 379 ff.

14  European Commission, Protecting Fundamental Rights in the Digital Age 
– Report 2021 on the Application of the Charter of Fundamental Rights of the Eu-
ropean Union, doc. COM(2021) 819 final, 10 December 2021.

15  The Declaration was solemnly proclaimed by the European Parliament, the 
Council and the European Commission on 15 December 2022; OJ C23, 23 Janu-
ary 2023, 1.

16  Ibid., Preamble, point n. 6.
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that fundamental values and rights applicable offline must also be 
protected and invoked online17. As sharply pointed out in the doctri-
ne, from these elements of practice it is clear that through the prism 
of the Charter the intertwinement between the digital order and the 
values of the Union has been strengthened.18

Quite significantly, the proclamation of European sovereign-
ty in the digital sphere was then followed by the recognition of 
a more general need for Union ‘sovereignty’. This development 
was certainly accelerated by the emergency triggered by the Rus-
sia’s aggression against Ukraine in 2022. It is no coincidence, from 
this point of view, that in the Versailles Declaration of 10 and 
11 March 2022, just a few days after the Russian aggression, the 
Heads of State and Government of the Member States agreed to 
take 

more responsibility for […] security and take further decisive 
steps towards building […] European sovereignty, reducing 
[…] dependencies and designing a new growth and investment 
model for 202319. 

Now, as can be easily guessed, the affirmation of strategic au-
tonomy, first, and of the digital (and tout court) sovereignty of the 
Union, then, have implications of a constitutional nature that are 
not insignificant for the supranational legal order.20 It is therefore 
time to see how the AIA fits into this path.

17  Ibid., Preamble, point n. 3.
18  F. Ferri, Transizione digitale e valori fondanti dell’Unione: riflessioni sulla 

costituzionalizzazione dello spazio digitale europeo, in Il Diritto dell’Unione euro-
pea, 2022, 2, pp. 277 ff., 297.

19  Text available at https://www.consilium.europa.eu/media/54792/20220311- 
versailles-declaration-it.pdf; emphasis added. 

20  See S. barbou Des plaCes, Taking the Language of “European Sovereign-
ty” Seriously, in European Papers, 5(1), 2020, pp. 287 ff.; T. verellen, European 
Sovereignty Now? A Reflection on What It Means to Speak of “European Sover-
eignty”, in European Papers, 5(1), 2020, pp. 307 ff.; Editorial Comments: Keeping 
Europeanism at Bay? 
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3.  The AIA in the EU constitutional context

Due to space constraints, in this contribution we intend to high-
light three main elements, which make it possible to clearly trace the 
AIA back to the constitutionalizing process mentioned above. The 
first of these elements concerns the underlying approach of the reg-
ulatory instrument, which is entirely in line with the human-centric 
approach that informs the European governance of the digital transi-
tion21. This can be clearly deduced from the definition of the object of 
the Regulation, contained in its Recital 1, namely the introduction of 
a harmonised discipline for artificial intelligence systems to be placed 
in the Union. According to the AIA, such a discipline shall promote

the uptake of human centric and trustworthy artificial 
intelligence (AI) while ensuring a high level of protection of 
health, safety, fundamental rights as enshrined in the Charter 
of Fundamental Rights of the European Union […], including 
democracy, the rule of law and environmental protection, to 
protect against the harmful effects of AI systems in the Union.

Also significant is the alignment with the European Declaration 
on Digital Rights and Principles for the Digital Decade, insofar as 
the AIA stipulates that, in order to protect health, safety and funda-
mental rights, common rules for high-risk AI systems shall be estab-
lished, also in line with the Declaration22. 

The relevance of the human-centric approach may also be found 
in the second element of interest of the AIA that we intend to recall 
here, namely the allocation of competences between the Member 
States and the European Union in the management of the Europe-
an AI services market. The AIA has two legal bases, namely Articles 
16 and 114 of the Treaty on the Functioning of the European Union 
(‘TFEU’). As explained by the European Commission in its original 
AIA proposal, the main legal basis of the Act is Article 114 TFEU, 
also known as the general internal market clause, as the primary ob-

21  A. pirozzoli, The Human-Centric Perspective in the Regulation of Artifi-
cial Intelligence, in European Papers, 9(1), 2024, pp. 105 ff.

22  Regulation (EU) 2024/1689, Recital n. 7.
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jective of the AIA is to ensure the proper functioning of the internal 
market for AI technologies23. However, considering that the AIA 
contains some specific provisions for the protection of individuals 
with regard to the processing of personal data, a reference to Article 
16 TFEU – in so far as those specific rules are concerned – was also 
deemed appropriate24. 

Now, it is well-known that Article 114 TFEU allows for the acti-
vation of a shared competence of the Union to adopt “measures for 
the approximation of the provisions laid down by law, regulation or 
administrative action in Member States which have as their object 
the establishment and functioning of the internal market”25. There is 
no doubt, in light of the above, that the AIA has similar aims. How-
ever, neither can it be denied that the need to protect the EU’s fun-
damental values and rights that the AIA legal framework enshrines26 
does not constitute a direct manifestation of the legislative power 
recognised by Article 114 TFEU. It is true that the Full Court of the 
European Union recently ruled that, 

in accordance with the principle of conferral of powers 
enshrined in Article 5(2) TEU and the principle of consistency 
of the European Union’s policies laid down in Article 7 TFEU, 
the rule of law – a value common to the European Union and 
the Member States which forms part of the very foundations 
of the European Union and its legal order – is capable of 
constituting the basis of a conditionality mechanism covered 

23  Proposal for a Regulation of the European Parliament and of the Council 
laying down harmonized rules on artificial intelligence (Artificial Intelligence Act) 
and amending certain Union legislative acts, doc. COM(2021) 206 final, 21 April 
2021, 6.

24  Ibid. Article 16 TFEU recognizes the right to the protection of personal da-
ta and allows the European Parliament and the Council to laid down rules thereon. 
The General Data Protection Regulation (Regulation (EU) 2016/679 on the pro-
tection of natural persons with regard to the processing of personal data and the 
free movement of such data, GDPR) has been adopted on the basis of this Treaty 
Article.

25  On this provision, see M. kellerbauer, Article 114 TFEU, in M. keller-
bauer et al. (eds.), The EU Treaties and the Charter of Fundamental Rights: A Com-
mentary, Oxford, Oxford University Press, 2019, pp. 1235 ff.

26  The term “value(s)” is mentioned 9 times in the AIA and the expression 
“fundamental right(s)” 105 times!



A Constitutionally Oriented Reading of the AIA 223

by the concept of ‘financial rules’ within the meaning of 
Article 322(1)(a) TFEU27.

On the same occasion, the Full Court stated that “the Euro-
pean Union must be able to defend [… the EU] values, within the 
limits of its powers as laid down by the Treaties”28. In this way, the 
Full Court seems to suggest that the need to respect EU values can 
help to ‘reshape’ the scope of the EU’s legal basis, giving the Union 
an appropriate “intervention capacity”29. However, the fact remains 
that the protection of fundamental rights at EU level is not a gen-
eral competence of the Union per se, but an objective – and a legal 
constraint – that the Union and its Member States must take into 
account when exercising their respective competences30. It logical-
ly follows that the competence that the Union can exercise for the 
protection of the proper functioning of the internal market should 
not primarily manifest itself in the introduction of legislation focus-
ing on the respect of fundamental rights. In other words, we are wit-
nessing here a ‘reinterpretation’ of the scope of Article 114 TFEU, 
functional to the assertion of the Union’s digital sovereignty31. The 
circumstance is not surprising. Indeed, there are several situations 
in which the European legislator has intervened by ‘rereading’ Arti-

27  Judgment of 18 February 2022, Hungary v. European Parliament and 
Council of the European Union, Case C-156/21, ECLI:EU:C:2022:97, para. 128.

28  Ibid., para. 127.
29  v. borGer, Constitutional Identity, the Rule of Law, and the Power of 

the Purse: The ECJ Approves the Conditionality Mechanism to Protect the Union 
Budget: Hungary and Poland v. Parliament and Council, in Common Market Law 
Review, 59, 2022, pp. 1771 ff., 1797-1798.

30  The CFR’s Preamble clearly states that the Charter promotes the respect 
of fundamental rights “with due regard for the powers and tasks of the Union”. 
See also E. Dubout, The Protection of Fundamental Rights and the Allocation of 
competences in the EU: A Clash of Constitutional Logics, in L. azoulai (ed.) The 
Question of Competence in the European Union, Oxford, Oxford University Press, 
2014, pp. 193 ff.; M. beiJer, Limits of Fundamental Rights Protection by the EU. 
The Scope for the Development of Positive Obligations, Cambridge, Intersentia, 
2017.

31  See also M. inGlese, Il regolamento sull’intelligenza artificiale come atto 
per il completamento e il buon funzionamento del mercato interno?, in Quaderni di 
AISDUE, Fascicolo speciale n. 2, 2024, available at https://www.aisdue.eu/marco-
inglese-il-regolamento-sullintelligenza-artificiale-come-atto-per-il-completamento-
e-il-buon-funzionamento-del-mercato-interno/.
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cle 114 in the light of the current challenges that the Union is called 
upon to face, in an attempt to preserve the strategic autonomy of 
the entity32. 

Although the evolution of the distribution of competences 
seems natural in a constantly moving context such as that of the Eu-
ropean integration process33, and although, as Bruno De Witte right-
ly reminds us, Article 114 TFEU “is the most powerful tool for the 
expansion of the EU legislative activity”34, one cannot, however, re-
frain from wondering to what extent such a development can take 
place in the light of the existing framework of primary law without 
producing cracks into the system of allocation of competences be-
tween the Union and the Member States enshrined in the EU Trea-
ties35.

32  See, by way of example, the survey in L. lonarDo, EU Law Against Hybrid 
Threats: A First Assessment, in European Papers, 6, 2021, pp. 1075 ff. On the role 
played by Article 114 TFEU to promote the digital sovereignty of the Union, see s. 
poli, e. Fahey, The Strengthening of the European Technological Sovereignty and 
Its Legal Bases in the Treaties, pp. 155-157.

33  As recently stressed by Enrico Letta in his report to the European Commis-
sion, “The Single Market has always been intrinsically linked to the EU’s strategic 
objectives. Often perceived as a project of a technical nature, on the contrary it is 
inherently political. Its future is tied to the EU’s strategic objectives and thus to the 
context in which the EU acts. Therefore, it should never be considered a complet-
ed endeavour, but rather an ongoing project”. E. letta, Much More than a Market. 
Speed Security, Solidarity. Empowering the Single Market to Deliver a Sustainable 
Future and Prosperity for All EU Citizens, March 2023, p. 3, available at https://
single-market-economy.ec.europa.eu/news/enrico-lettas-report-future-single-mar-
ket-2024-04-10_en.

34  B. De witte, Exclusive Member State Competences – Is there Such a 
Thing?, in i. Govaere, s. Garben (eds.), The Division of Competences between the 
EU and Member States: Reflections on the Past, the Present and the Future, Ox-
ford, Hart Publishing, 2017, pp. 59 ff., at 69.

35  Cf. Y. MiaDzvetskaya, r.a. wessel, The Externalisation of EU’s Cyberse-
curity Regime: The Cyber Diplomacy Toolbox, in European Papers, 7, 2022, pp. 
413 ff., 418: “it remains unclear how far the EU can go with this provision in or-
der to address a growing number of hybrid threats”. For some criticism on the use 
of Article 114 TFEU as a legal basis for the adoption of the European Freedom 
Media Act (Regulation (EU) 2024/1083 of the European Parliament and of the 
Council of 11 April 2024 establishing a common framework for media services in 
the internal market, OJ L 2024/1083, 17 April 2024), see C. ettelDorF, Why the 
Words “But” and “However” Determine the EMFA’s Legal Basis, in VerfBlog, 13 
June 2023, available at https://verfassungsblog.de/why-the-words-but-and-howev-
er-determine-the-emfas-legal-basis/. The Author rightly stresses that: “the actual 
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The common thread represented by the human-centric approach 
to the EU digital order can also be found in the third profile of a con-
stitutional nature highlighted by the AIA, which concerns the role 
played by private subjects. By heavily relying on the solutions adopt-
ed in the EU product safety legislation, the AIA defines four levels of 
risk for AI systems36, the risk representing “the combination of the 
probability of an occurrence of harm [to the health, safety or funda-
mental rights] and the severity of that harm”37: unacceptable risk, 
high risk, limited risk, minimal risk. While AI systems representing 
a clear risk shall be strictly prohibited38, AI systems posing minimal 
risks do not face obligations under the AIA. There are specific trans-
parency requirements for AI systems such as chatbots that generate 
synthetic contents. In particular, they must disclose to natural per-
sons that they are interacting with an AI system39. But most of the 
provisions of the AIA are dedicated to high-risk AI systems. These 
systems are subject to very strict requirements laid down in the EU 
piece of legislation, including the implementation, documentation, 

focus of a legislative proposal is not mainly an economic but a cultural one, name-
ly safeguarding media pluralism and freedom. Enacting a regulation, which is di-
rectly applicable throughout the EU, with such a focus would undoubtedly entail a 
far-reaching interference with the cultural sovereignty of the Member States, doc-
umented inter alia in Art. 167(4) TFEU”. But see also E. Dubout, The Protection 
of Fundamental Rights and the Allocation of competences in the EU, p. 211, who 
argues that: “The protection granted to EU fundamental rights increasingly tends 
to exceed the limits of the powers of the Union in an ever more frequent fashion, 
in order to embrace a larger number of situations. These situations are mainly sit-
uations that can be identified as ‘borderline’. In these situations, the Court of Jus-
tice applies the protection of fundamental rights in order to compensate for specif-
ic disadvantages resulting from the limitation of the sphere of EU competence. In 
so doing, the EU has built an identity in relation to a community of people whose 
boundaries still need to be rigorously systematized”.

36  On the risk-based approach adopted by the AIA, see, among others, J. 
ChaMberlain, The Risk-Based Approach of the European Union’s Proposed Artifi-
cial Intelligence Regulation: Some Comments from a Tort Law Perspective, in Eu-
ropean Journal of Risk Regulation, 2023, 14, p. 1 ff.; J. sChuett, Risk Management 
in the Artificial Intelligence Act, in European Journal of Risk Regulation, 2023, 
First View, 1; C. novelli et al., AI Risk Assessment; and the chapter by Ugo Ruf-
folo in this volume.

37  Regulation (EU) 2024/1689, Art. 3(2).
38  Ibid., Art. 5.
39  Ibid., Chapter IV.
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and maintenance of a risk management system40. As in the case of 
other legal instruments adopted by the EU legislator in the digital 
sphere41, also in this case particularly stringent due diligence obliga-
tions are imposed on the providers (and deployers) of such systems, 
mainly of a procedural nature, in order to ensure the safety, security, 
but also the transparency, of the digital order. Here again, the solu-
tion offered by the EU legislator is not entirely unexpected. There 
are numerous sectoral areas of EU law in which there has been a 
tendency to impose duties of care on private subjects to reduce (or 
prevent) negative effects on common goods and collective interests 
worthy of protection42. This seems, moreover, in line with the very 
nature of the supranational legal order, which has been described 
from its origins as an order to which not only the Member States but 
also individuals are subjects43. On the other hand, it is evident how 
the penetrating obligations introduced by the AIA also reflect the 
para-state role assumed over the years by the so-called tech giants44. 
Not only for the protection and exercise of individual rights. But, as 
recent events remind us, also for the protection (and maintenance) 
of democracy and the rule of law45. It remains to be seen whether 
the solution of assigning these actors also particularly complex bal-
ancing assessments concerning the protection of fundamental rights 

40  Ibid., Chapter III, Sections 2-3. 
41  See, for instance, Regulation (EU) 2022/2065 of the European Parliament 

and of the Council of 19 October on a Single Market for Digital Service (Digital 
Services Act), OJ L277, 27 October 2022, 1. p. Dunn, G. De GreGorio, The Euro-
pean Risk-based Approaches.

42  See, inter alia, M. busCeMi et al. (eds.), Legal Sources in Business and Hu-
man Rights. Evolving Dynamics in International and European Law, Leiden, Brill, 
2020; V. MCCullaGh, The EU Corporate Sustainability Due Diligence Directive: 
Real Change or More of the Same?, in European Business Law Review, 2024, 35, 
pp. 603 ff.

43  The reference is of course to the famous definition contained in the Court 
of Justice’s Grand Arrêt of 5 February 1963, van Gend & Loos, Case 26/62, 
ECLI:EU:C:1963:1.

44  M.J. De la MerCeD, C. Metz, OpenAI in Talks for Deal That Would Value 
Company at $100 Billion, in The New York Times, 28 August 2024, available at 
https://www.nytimes.com/2024/08/28/technology/openai-valuation-funding-deal.
html.

45  See s. Giusti, e. piras (eds.), Democracy and Fake News. Information Ma-
nipulation and Post-Truth Politics, London, Routledge, 2020.
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will prove effective46. Or whether, on the contrary, this solution will 
end up favouring a further strengthening of certain (private) inter-
mediaries47, which might ultimately prevent a real assertion of the 
Union’s digital sovereignty48.

4.  Concluding remarks: Of platypuses and EU law

In size it was considerably larger than the land mole. The eyes 
were very small. The fore legs, which were shorter than the 
hind, were observed, at the feet, to be provided with four 
claws, and a membrane, or web, that spread considerably 
beyond them, while the feet of the hind legs were furnished, 
not only with this membrane or web, but with four long and 
sharp claws, that projected as much beyond the web, as the 
web projected beyond the claws of the fore feet. The tail of this 

46  For instance, the risk management assessment to be established in relation 
to high-risk AI systems shall comprise the “identification and analysis of the known 
and the reasonably foreseeable risks that the high-risk AI system can pose to health, 
safety or fundamental rights when the high-risk AI system is used in accordance 
with its intended purpose” (Regulation (EU) 2024/1689, Article 9(2)(a)). Moreo-
ver, it “shall give due consideration to the effects and possible interaction resulting 
from the combined application of the requirements set out in this Section, with a 
view to minimising risks more effectively while achieving an appropriate balance in 
implementing the measures to fulfil those requirements” (ibid., Article 9(4)). Also 
significantly, this assessment “shall be such that the relevant residual risk associat-
ed with each hazard, as well as the overall residual risk of the high-risk AI systems 
is judged to be acceptable” (ibid., Article 9(5)). As can be deduced from the fore-
going, private actors are required to make not easy predictive assessments with re-
spect to an area, that of the protection of fundamental rights, which is usually the 
subject of protection by public authorities.

47  F. Ferri, Transizione digitale e valori fondanti dell’Unione, p. 313. See al-
so M. alMaDa, a. raDu, The Brussels Side-Effect, p. 8, expressing “doubts about 
whether standard-setting organizations and other technical bodies are legitimate 
parties for specifying norms directed at protecting fundamental rights, coming, as 
they do, from external observers and technical decision-makers”.

48  But see also p. Dunn, G. De GreGorio, The European Risk-based Ap-
proaches, p. 499, arguing that, unlike in the Digital Services Act, “[t]he risk-based 
approach, as a technique for fostering a proportionate and calibrated scheme of du-
ties and obligations, takes in the AI Act a top-down turn where providers and users 
of AI systems must comply with requirements already established by the law, in a 
manner which draws the prospective regulation nearer to a command-and-control 
system”.
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animal was thick, short, and very fat; but the most extraordinary 
circumstance observed in its structure was, its having, instead 
of the mouth of an animal, the upper and lower mandibles of 
a duck. By these it was enabled to supply itself with food, like 
that bird, in muddy places, or on the banks of the lakes, in 
which its webbed feet enabled it to swim; while on shore its 
long and sharp claws were employed in burrowing; nature thus 
providing for it in its double or amphibious character. These 
little animals had been frequently noticed rising to the surface 
of the water, and blowing like the turtle49.

With these words, Colonel David Collins described the odd look 
of platypuses in his 1802 book, An Account of the English Colony in 
New South Wales. For some time now, it seems that similar creatures 
have also appeared in the realm of EU law. The first time a platypus 
was officially identified in EU law was in 2023. In the Xella case, Ad-
vocate General (AG) Ćapeta described the Foreign Direct Investment 
Regulation50 “as a kind of platypus, a strange creature when com-
pared to the ‘ordinary’ type of regulations envisaged by Article 288 
TFEU”51. AG Ćapeta based her assumption on the fact that the Regu-
lation, that was adopted to strenghten the EU’s economics security at 
a time of growing hybrid threats, merely authorized Member States to 
introduce national measures governing the screening of foreign direct 
investments, without imposing strict binding rules52.

From what emerges from the preceding pages, a similar descrip-
tion could also be made for the AIA. Like in the case of the Foreign 

49  D. Collins, An Account of the English Colony in New South Wales From 
Its First Settlement in January 1788 to August 1801, Vol. 2, London, T. Cadell Jun. 
and W. Davies, 1802, Chap. VI; digital text available at https://digital.library.syd-
ney.edu.au/nodes/view/11248.

50  Regulation (EU) 2019/452 of the European Parliament and of the Council 
of 19 March 2019 establishing a framework for the screening of foreign direct in-
vestments into the Union, OJ L79I, 21 March 2019, 1.

51  Opinion delivered on 30 March 2023, Xella, Case C-106/22, 
ECLI:EU:C:2023:267, para. 32.

52  Ibid. For a general reflection on the consequences of the EU action against 
hybrid threats on the EU legislation, see F. Casolari, EU Sanctions Policy: A Le-
gal Appraisal in Light of the EU Strategic Autonomy Doctrine, in G. aDinolFi et al. 
(eds.), Sanctions by and against International Organizations. Common Issues and 
Current Developments, Cambridge, Intersentia, 2024, pp. 29 ff.
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Direct Investment Regulation, the AIA’s anchoring to the constitu-
tionalisation process of the EU digital order has led to a DNA mu-
tation – or hybridization – of the ordinary type of regulation. The 
traces of this mutation are clearly visible in the AIA’s text. The new 
understanding of the aims of the (proper) functioning of the inter-
nal market that emerges from the AIA has already been mentioned. 
Likewise, the increasing role attributed to private actors in the im-
plementation of the EU legislation has been noted. But there is an-
other element that ‘distinguishes’ the AIA, making it an atypical reg-
ulation. In fact, its application heavily depends not only on the inter-
vention of private actors but also on the activity of a plethora of na-
tional bodies and authorities53. Seen from this perspective, the AIA 
could be regarded as a quasi-directive, as it is difficult to argue that 
its content creates a uniform standard (as suggested by the defini-
tion of regulation that is contained in Article 288 TFEU54), thus lim-
iting national discretion and flexibility. 

There is a final element related to the peculiar nature of the AIA 
that deserves to be highlighted. Like other instruments adopted in 
the digital domain, starting with the General Data Protection Reg-
ulation, the AIA intends to promote extraterritorial effectiveness of 
its discipline and standards55, in line with the idea of making the Un-
ion a digital global actor56, thus projecting its values and rights be-
yond its borders. Indeed, the extraterritorial effectiveness of EU law 
is certainly not new, but rather a distinctive feature of the external 
dimension of the Union57. However, there is no doubt that the ex-

53  See S. villani, Il sistema di vigilanza sull’applicazione dell’AI ACT: 
ognun per sé, in Quaderni di AISDUE, Fascicolo speciale n. 2, 2024, 1, available 
at https://www.aisdue.eu/susanna-villani-il-sistema-di-vigilanza-sullapplicazione-
dellai-act-ognun-per-se/.

54  Art. 288 TFEU: “A regulation shall have general application. It shall be 
binding in its entirety and directly applicable in all Member States”.

55  F. Casolari, M. Gatti (eds.), The Application of EU Law beyond Its Bor-
ders, CLEER Paper 2022/3, available at https://www.asser.nl/cleer/publications/
cleer-papers/cleer-paper-20223-casolari-gatti-m-eds/.

56  E. Fahey, The EU as a Global Digital Actor: Institutionalising Global Data 
Protection, Trade, and Cybersecurity, Oxford, Hart Publishing, 2022.

57  According to Cremona and Scott, “[a]s an international legal actor, law 
is at the foundation of the EU’s external power; it may have profound effects on 
the laws and governance arrangements of other countries, upon global governance 
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traterritorial effectiveness of acts adopted by the Union to assert its 
strategic autonomy, or even its ‘sovereignty’, inevitably acquires a 
different scope. Now, apart from the doubts expressed by some au-
thors as to the ability of the AIA to produce a real ‘Brussels Effect’58, 
it should not be forgotten that the Union’s relations with the rest of 
the world should nevertheless be inspired by “the strict observance 
and the development of international law”, as required by Article 
3(5) of the Treaty on the European Union59. 

Therefore, while promoting supranational legislation on AI sys-
tems in light of its “very identity”, the European Union should en-
sure that its aspiration to make the AIA “a global standard for AI 
regulation in other jurisdictions”60 does not impede (or counteract) 
international efforts to develop global or regional instruments on 
AI61. Reference is made in particular to the United Nations Gen-
eral Assembly Resolution of 21 March 2024 for Safe, Secure and 
Trustworthy Artificial Intelligence Systems for Sustainable Devel-
opment62, promoted by the United States and supported by more 
than 120 other Member States, which was followed by the 1 July 
2024 Resolution on Enhancing International Cooperation on Ca-
pacity-building of Artificial Intelligence63, and the Council of Eu-

arrangements and international and transnational norms”. M. CreMona, J. sCott, 
Introduction: EU Law Beyond EU Borders, in M. CreMona, J. sCott (eds.), EU 
Law Beyond EU Borders: The Extraterritorial Reach of EU Law, Oxford Universi-
ty Press, 2019, p. 1.

58  M. alMaDa, a. raDu, The Brussels Side-Effect. For a comprehensive analy-
sis of the so-called ‘Brussels Effect’, see a. braDForD, The Brussels Effect: How the 
European Union Rules the World, Oxford, Oxford University Press, 2020.

59  R. Dunbar, Article 3(5) TEU a Decade On: Revisiting ‘Strict Observance of 
International Law’ in the Text and Context of Other EU Values, in Maastricht Jour-
nal of European and Comparative Law, 2021, 28, pp. 479 ff.

60  European Council, Council of the European Union, Artificial Intelligence, 
available at https://www.consilium.europa.eu/en/policies/artificial-intelligence/.

61  G. FinoCChiaro, Intelligenza artificiale. Quali regole?, Bologna, il Mulino, 
2023, pp. 124-125. 

62  A/RES/78/265.
63  A/RES/78/311. In this Resolution, the General Assembly “Calls upon the 

international community to foster an enabling environment for international coop-
eration on artificial intelligence capacity-building, and emphasizes that internation-
al law, in particular the Charter of the United Nations, as well as human rights and 
fundamental freedoms, must be respected” (ibid., para. 3).
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rope Framework Convention on Artificial Intelligence and Human 
Rights, Democracy and the Rule of Law, adopted at the 2024 Minis-
terial Meeting of the Council of Europe’s Committee of Ministers64.

As pointed out elsewhere, in fact, “the emphasis put on the as-
sertiveness – meaning the autonomy – behind this new trend [i.e. 
the adoption of hybrid legal instruments to strengthen the strategic 
autonomy/sovereignty of the Union] seems to replicate the same is-
sues resulting from the straightforward affirmation of the principle 
of autonomy of the EU legal order with respect […] to international 
law”65, thus multiplying the risks of collision between EU law and 
the international legal order.

64  Council of Europe Treaty Series n. 225. Text available at https://rm.coe.
int/1680afae3c. At the end of August 2024, the Council of the European Union 
adopted the decision on the signing of the Framework Convention: Council De-
cision (EU) 2024/2218 of 28 August 2024, OJ L, 4 September 2024. The Frame-
work Convention will be concluded by the Union as an EU-only agreement, based 
on Articles 114 and 218(5) TFEU. It follows that – according to a well-established 
case law of the Court of Justice of the European Union – it will prevail over EU 
secondary legislation, including existing and future supranational instruments reg-
ulating AI systems: cf. r.a. wessel, The EU and International Law, in r.a. wes-
sel, J. larik (eds.), EU External Relations Law. Text, Cases and Materials, Oxford, 
Hart Publishing, 2020, pp. 139 ff. For a first comparison between the Council of 
Europe’s Framework Convention and the AIA, see J. ziller, The Council of Europe 
Framework Convention on Artificial Intelligence vs. the EU Regulation: Two Quite 
Different Legal Instruments, in Rivista interdisciplinare sul diritto delle ammini-
strazioni pubbliche, 2024, 5(2), pp. 202 ff., stressing the differences between the 
two instruments in particular when it comes to the competences of the correspond-
ing international organisations.

65  F. Casolari, EU Sanctions Policy, p. 56.
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