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1. Introduction 

In recent years, artificial intelligence (AI) has become a central feature of modern economies and societies. Its 

integration into a plethora of sectors – ranging from healthcare and finance, to transportation and consumer 

products – raises not only new opportunities, but also complex legal and ethical challenges. Among these, the 

question of liability for harm caused by AI systems has emerged as a critical issue for policymakers, courts, and 

legal scholars alike. 

In this evolving legal landscape, the European Union (EU) has taken several legislative steps to address these 

challenges. Alongside the AI Act, two instruments have been particularly central to the debate on AI liability: 

the revised Product Liability Directive (rPLD), adopted to modernize the 1985 framework, and the AI Liability 

Directive (AILD), a proposal intended to complement the rPLD by covering fault-based, non-contractual civil 

liability for AI-induced harms. While the rPLD was successfully adopted, the AILD was withdrawn in early 2025, 

leaving notable gaps. 

Thus, this thesis explores how the EU’s liability regime is adapting to the digital technologies and the unique 

characteristics of AI systems, including their complexity, opacity, and unpredictability. It places particular 

emphasis on the implications of the withdrawal of the AILD and examines the coherence of the current 

framework in the absence of a dedicated AI-specific liability instrument. 

Three core research questions guide this analysis: 

1. How does the revised Product Liability Directive adapt to digital technologies, and particularly to AI? 

2. What was the objective of the AI Liability Directive proposal, and which factors influenced its withdrawal? 

3. What is the impact of the proposed withdrawal of the AILD, and how should the EU react? 

In answering these questions, this thesis adopts a descriptive and critical legal approach based on doctrinal 

analysis, supported by relevant policy documents, legislative texts, case law, and academic literature. Further, 

it attaches great importance in incorporating insights from practitioners when available, with the aim to provide 

a contextual understanding of the practical challenges and perceived regulatory gaps. 

The structure of this research follows a logical progression: at first, it begins with a conceptual discussion of 

digital sovereignty and the EU’s regulatory philosophy, followed by an analysis of the tension between regulation 

and innovation, highlighting the regulatory doctrines’ differences between the EU and the United States (US). 

Then, it explores the evolution of the EU’s liability framework, focusing on the rPLD and its interaction with AI 

systems. Finally, the thesis turns to the AILD, examining its objectives, legal design, and the political and 

institutional reasons behind its withdrawal, before assessing the broader implications and offering prospective 

recommendations for the EU's future direction. 

In doing so, this thesis aims to contribute to the ongoing legal discourse on AI governance by clarifying the 

strengths and limitations of the current EU liability framework and by outlining a path forward for a more 

comprehensive and coherent regulatory approach.  
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2. Digital Sovereignty 

2.1. From sovereignty to digital sovereignty 

Since its inception, the EU integration project has had an internal focus, intending to secure peaceful relations 

between its Member States by relying on the rule of law. However, this focus is gradually shifting towards an 

external one. If Member States want to take control of their own destiny, they will have to work together on a 

growing number of issues, including security and defence. This collective power comes at a price: Member 

States may have to give up internal sovereignty to gain external sovereignty, not only vis-à-vis third countries 

but also vis-à-vis powerful private actors operating in the digital sphere.1 Over the past few years, the notion of 

digital sovereignty has increasingly found its way into the political discourse of the European Union. From a 

legal perspective, the association of the words "sovereignty" and "Europe" has traditionally evoked the idea of 

the autonomy of the EU legal order. Indeed, as far back as Costa v ENEL, the Union has been conceptualized 

by the Court of Justice of the European Union (CJEU) as an independent source of law,2 with EU law 

constituting: "A legal order capable of functioning as a self-referential system of rules that is both coherent and 

complete".3 European sovereignty thus implies a vision of the European Union as an autonomous actor. This is 

true whether one considers the EU as "legislating" (having the capacity to adopt pieces of legislation, through 

the European Parliament and the Council), "adjudicating" (having the capacity to engage in judicial decision-

making, through the European Court of Justice alongside national courts), "regulating" (having the capacity to 

regulate, through the European Commission and regulatory agencies), and "enforcing" (having the capacity to 

enforce EU law, whether through the European Commission or national authorities).4 

Although sovereignty is traditionally conceptualised at the level of nation-states, it has also been applied to the 

European context, with the allocation of certain competences to the European Union by its Member States. 

Furthermore, the fact that the EU can only operate legitimately within the boundaries stipulated by human rights, 

democracy, and the rule of law does not undermine the concept of sovereignty. Instead, these boundaries 

signify a conception of sovereignty linked to the Kantian idea of self-governance based on reason, thus involving 

a deliberate choice as to the limits within which to exercise power.5 Even though some scholars have claimed 

that the concept of sovereignty has become obsolete in the context of globalisation, there is also a trend towards 

increasing sovereignty and that it can be seen as an elastic concept with different shades and shapes.6  

When analysing the concept of digital sovereignty, one could understand it as a sub-category of the European 

Union's sovereignty, specifically in relation to its powers over digital infrastructures. Concomitantly, the 

implementation of this concept extends the conventional conception of sovereignty, propelling the EU to 

confront new market structures and security challenges engendered by the disruptive nature of digital 

technologies.7 The profound impact of digital technologies on both societies and individuals, encompassing our 

actions, communication, and thought processes, is a matter of significant concern. This influence is also evident 

 
1 M. VAN DER WOUDE, "European Sovereignty: A Union Seeking to Control its own Destiny", in European Sovereignty (under the dir. of G. 
BARRETT, P-C. MÜLLER-GRAFF, J-P. RAGEADE, V. VADÁSZ), Springer, 2024, p. v. 
2 Judgment of the Court of 15 July 1964, Flaminio Costa v ENEL, C-6/64, EU:C:1964:66. 
3 J. GUITIÉRREZ-FONS, S. ADAM and K. LENAERTS, "Exploring the autonomy of the European Union Legal Order", H.J.I.L., 2021, Vol. 81, pp. 
47-48. 
4 N. SMUHA, "European Sovereignty: A Union Seeking to Control its own Destiny", in European Sovereignty (under the dir. of G. BARRETT, 
P-C. MÜLLER-GRAFF, J-P. RAGEADE, V. VADÁSZ), Springer, 2024, p. 127. 
5 P. GUYER, "Kant and the Theory and Practice of Autonomy", in Kant’s system of nature and freedom (under the dir. of E. FRANKEL PAUL, 
M. FRED D, J. PAUL), 2003, Vol.20, pp. 115-145. 
6 R. VATANPARAST, "Data governance and the Elasticity of Sovereignty", B.J.I.L., 2020, Vol. 46, p. 3. 
7 N. SMUHA, "European Sovereignty: A Union Seeking to Control its own Destiny", in European Sovereignty (under the dir. of G. BARRETT, 
P-C. MÜLLER-GRAFF, J-P. RAGEADE, V. VADÁSZ), Springer, 2024, p. 130. 
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in the realm of political institutions, thereby impacting the fundamental capacity to exercise sovereignty. The 

recent proliferation of new EU legislation in the digital sphere – from the Digital Services Package8 and the AI 

Package9 to the Data Package10 – can hence be seen not only as an exercise of EU sovereignty to ensure the 

protection of EU values (which range from fair competition to democracy), but also as an attempt to maintain 

and protect its sovereignty in an evolving world. Our reliance on digital technology – and the entities providing 

it – raises new questions in relation to state sovereignty, at national and EU level. The ability to determine the 

nature and speed of change lies with the companies, while states are able to control the direction of change.11 

While companies may be the driving force behind technological developments, states can use their sovereignty 

to establish the boundaries within which such development should take place. The notion of digital sovereignty 

echoes the nations’ ability to determine the direction of technological development and to control their digital 

destiny, which may include control over the entire AI supply chain, from data to hardware and software.12 

Furthermore, certain references to digital sovereignty broaden the scope beyond the state to encompass the 

role of both natural and legal persons. This may be expressed directly, for instance, through the assertion that 

citizens and businesses should possess the capacity to exercise independent control over their interactions 

with digital technology. Alternatively, it may be expressed indirectly, as in the commitment of states to ensure 

the protection of their citizens and businesses from the various challenges that threaten their autonomy in the 

digital sphere.13 When considering this concept within the European context, European digital sovereignty can 

thus be understood as the ability of the European Union, including its citizens and businesses, to decide 

autonomously on their relationship with (providers of) digital technology. This implies the exercise of control 

over two entwined elements: the strategic direction of digital technology within the European Union and the 

concrete digital infrastructure that enables such technology.14 

2.2. Economic digital sovereignty 

A considerable number of digital sovereignty claims pertain to control over digital infrastructure, which is 

commonly associated with productive capabilities and economic power in the digital sphere. This concept can 

be referred to as "economic digital sovereignty"15, representing the ability of the EU to oversee the production 

factors of digital technologies and their underlying infrastructure. In this context, the EU's dependency on foreign 

technology actors is considered a major issue of Europe’s digital sovereignty.16 The EU must curtail its reliance 

on, and the influence of, technology actors from the US and China, and strengthen its own means of technology 

production. Concerns in this regard range from Europe's geopolitical position, economic competitiveness and 

security, to the general welfare of its constituents. Consequently, the EU has been capitalising on its areas of 

strongest legal competence, encompassing the internal market and competition law, to implement measures 

 
8 Regulation (EU) 2022/1925 of the European Parliament and of the Council of 14 September 2022 on contestable and fair markets in the 
digital sector, O.J.E.U., L.265/1, 12th of October 2022; Regulation (EU) 2022/2065 of the European Parliament and of the Council of 19 
October 2022 on a Single Market For Digital Services, O.J.E.U., L.277/1, 27th of October 2022. 
9 Regulation (EU) 2024/1689 of the European Parliament and of the Council of 13 June 2024 laying down harmonised rules on artificial 
intelligence, O.J.E.U., 12th of July 2024; Proposal for a Directive of the European Parliament and of the Council on adapting non-contractual 
civil liability rules to artificial intelligence, COM/2022/496 final. 
10 Regulation (EU) 2022/868 of the European Parliament and of the Council of 30 May 2022 on European data governance, O.J.E.U., 
L.152/1, 3rd of June 2022; Regulation (EU) 2023/2854 of the European Parliament and of the Council of 13 December 2023 on harmonised 
rules on fair access to and use of data, O.J.E.U., 22nd of December 2022. 
11 L. FLORIDI, "The Fight for Digital Sovereignty: What it is and Why it matters, Especially for the EU", Philosophy & Technology, 2020, Vol. 
33, p. 369. 
12 B. LARSEN, "The Geopolitics of AI and the Rise of Digital sovereignty", 8 December 2022, available on 
https://www.brookings.edu/research/the-geopolitics-of-ai-and-the-rise-of-dig ital-sovereignty/, accessed 27 January 2025. 
13 J. POHLE and T. THIEL, "Digital Sovereignty", 2020, I.P.R., Vol. 9, p. 2. 
14 N. SMUHA, "European Sovereignty: A Union Seeking to Control its own Destiny", op. cit., p. 132. 
15 Ibid. 
16 T. BRETON, "Speech by Commissioner Thierry Breton at Hannover Messe", 20 July 2020, available on 
https://ec.europa.eu/commission/presscorner/detail/es/speech_20_ 1362, accessed 28 January 2025. 

https://www.brookings.edu/research/the-geopolitics-of-ai-and-the-rise-of-dig%20ital-sovereignty/
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aimed at enhancing its economic digital sovereignty.17 The Chips Act is a pertinent example of this dynamic.18 

It established the Chips for Europe Initiative with the objective of enhancing the Union's competitiveness, 

resilience and innovation capacity in the semiconductor industry. Specifically, it sets up a financial support 

framework for manufacturing facilities to ensure supply security, and establishes a monitoring mechanism for 

the semiconductor value chain to respond to disruptions in the supply of semiconductors that impact the proper 

functioning of the internal market.19 Other relevant examples include European Union initiatives concerning 

cybersecurity20, data governance21 and network connectivity.22 It is important to acknowledge the EU's 

recognition of the significance of these initiatives extending beyond the economic domain. The ambition to 

exercise greater control over the production of digital technology and its infrastructure23 is further delineated in 

Article 3 of the Decision on the Digital Decade Policy Programme 2030, which identifies as one of its primary 

objectives: "The promotion of a human-centred, fundamental-rights-based, inclusive, transparent and open 

digital environment where secure and interoperable digital technologies and services observe and enhance 

Union principles, rights and values and are accessible to all, everywhere in the Union".24 The intersection of 

economic and normative considerations is therefore an inherent feature of the digital landscape. 

2.3. Normative digital sovereignty 

In view of the aforementioned considerations, allegations relating to the assertion of the European Union's 

digital sovereignty are not confined to the control of digital technology and its infrastructure but also extend to 

the self-determination of Europe's digital future through the establishment of norms. By expressing the values 

that digital technology providers should adhere to and the conditions to which technology should be subjected, 

Europe has the power to influence the manner in which technology will shape its society. This concept can be 

referred to as "normative digital sovereignty"25, representing the EU's capacity to regulate the normative 

framework within which digital technologies operate in Europe.26 

The European integration project can be regarded as a mechanism for increasing sovereignty. Despite the 

potential resentment among Member States regarding the transfer of powers to the supranational institutions, 

their active involvement in these entities enables them to exercise influence over policies and decisions that 

would have otherwise remained beyond their reach. A salient example of this phenomenon can be observed in 

the realm of digital services, where issues extend beyond the conventional boundaries of state sovereignty. The 

digital services industry is governed by private actors who wield powers and resources that are either equivalent 

to or surpass those of numerous Member States. While these actors may challenge individual states, they must 

adhere to the common European rules if they wish to benefit from the EU's internal market.27 The influence 

 
17 D. BROEDERS, F. CRISTIANO and M. KAMINSKA, 'In Search of Digital Sovereingty and Strategic Autonomy: Normative power Europe to the 
Test of Its Geopolitical Ambitions', J.C.M.S., 2023, Vol. 61, p. 1265. 
18 Regulation (EU) 2023/1781 of the European Parliament and of the Council of 13 September 2023 establishing a framework of measures 
for strengthening Europe’s semiconductor ecosystem, O.J.E.U., L.229/1, 18th of September 2023. 
19 N. SMUHA, op. cit., p. 133. 
20 Regulation (EU) 2019/881 of the European Parliament and of the Council of 17 April 2019 on ENISA (the European Union Agency for 
Cybersecurity) and on information and communications technology cybersecurity certification, O.J.E.U., L.151/15, 7th of June 2019. 
21 Regulation (EU) 2022/868 of the European Parliament and of the Council of 30 May 2022 on European data governance, O.J.E.U., 
L.152/1, 3rd of June 2022; Regulation (EU) 2023/2854 of the European Parliament and of the Council of 13 December 2023 on harmonised 
rules on fair access to and use of data, O.J.E.U., 22nd of December 2022. 
22 Regulation (EU) 2024/1309 of the European Parliament and of the Council of 29 April 2024 on measures to reduce the cost of deploying 
gigabit electronic communications networks, O.J.E.U., 8th of May 2024. 
23 N. SMUHA, op. cit., p. 133. 
24 Decision (EU) 2022/2481 of the European Parliament and of the Council of 14 December 2022 establishing the Digital Decade Policy 
Programme 2030, O.J.E.U., L.323/4, 19th of December 2022, pp. 11. 
25 N. SMUHA, op. cit., p. 133. 
26 Ibid., p. 127. 
27 M. VAN DER WOUDE, op. cit., p. vii. 
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exerted by these common rules extends well beyond the EU, as they become a de facto trading standard with 

which third states and private actors align themselves by virtue of the "Brussels effect".28 

Nevertheless, one could question why we can witness the Brussels Effect but not a Washington Effect or a 

Beijing Effect. While it is difficult for smaller jurisdictions to exert global regulatory power – if Costa Rica decides 

to impose stringent environmental regulations, companies can simply choose to stop doing business in Costa 

Rica – it becomes more complex to write off a market of the European Union’s size. Yet larger markets have to 

be complemented with regulatory infrastructures and legal institutions that empower the jurisdiction to 

subsequently transform market size into tangible regulatory influence. This explains why a Washington Effect 

or a Beijing Effect cannot be observed as of today. Europe exemplifies this, with its institutions in Brussels and 

Luxembourg demonstrating a remarkable capacity. China, for instance, has not yet been able to replicate the 

EU’s strong regulatory institutions.29 However, on the other side of the globe, Washington has capable 

regulatory institutions but lacks the political will to make use of that power. Since the 1990s, Americans have 

been rather unwilling to regulate. Environmental regulation used to come from California, but since the United 

States voluntarily stepped back, the Europeans stepped in and took on the role of global regulator.30 

Many of the EU's initiatives exhibit a hybrid character in their scope and approach. While these initiatives may 

primarily focus on establishing norms, they frequently possess a pronounced economic undercurrent, given 

that the legal foundation typically concerns the harmonisation of the internal market as outlined in Article 114 

TFEU.31 The AI Act is a prime example of this phenomenon. Indeed, it aims to establish a harmonised legal 

framework for AI systems placed on the Union market, with the objective of ensuring safety and the respect of 

existing laws on fundamental rights and Union values.32 The AI Act can be regarded as an exemplary illustration 

of Europe leveraging its regulatory authority to implement its vision through a comprehensive set of rules that 

will have repercussions beyond the European continent. This could potentially confer a competitive advantage 

in the pursuit of AI regulation.33 Additionally, the Commission has emphasised that the AI Act will foster 

enhanced legal certainty, which will contribute to the economic development and adoption of AI in Europe. While 

normative direction-setting aims may be at the forefront of the regulation, one of its explicit objectives also 

concerns the facilitation of investment and innovation in AI, for instance through the establishment of regulatory 

sandboxes in all Member States.34 Critics have asserted that the EU has relied on its legislative powers to 

compensate for its perceived lack of economic strength in the digital sphere, characterising China and the US 

as the primary producers of technology and Europe as the primary regulator. However, irrespective of the EU's 

digital sovereignty, its constitutional obligation to uphold human rights, democracy, and the rule of law 

necessitates the respect and protection of these values within its digital policies. In essence, the pursuit of the 

EU's economic digital sovereignty must not hinder but rather foster the protection of its fundamental values as 

articulated in Article 2 TEU.35  

 
28 A. BRADFORD, The Brussels Effect: How the European Union Rules the World, Oxford University Press, 2020. 
29 Ibid. 
30 A. BRADFORD, "The Brussels Effect and the European Sovereignty", in European Sovereignty (under the dir. of G. BARRETT, P-C. MÜLLER-
GRAFF, J-P. RAGEADE, V. VADÁSZ), Springer, 2024, p. 192. 
31 D. BROEDERS, F. CRISTIANO and M. KAMINSKA, op. cit., p. 1263. 
32 Regulation (EU) 2024/1689 of the European Parliament and of the Council of 13 June 2024 laying down harmonised rules on artificial 
intelligence, O.J.E.U., 12th of July 2024 
33 N. SMUHA, "From a Race to AI to a Race to AI Regulation: Regulatory Competition for Artificial Intelligence", Law, Innovation and 
Technology, 2021, Vol. 13, p. 16. 
34 N. SMUHA, "European Sovereignty: A Union Seeking to Control its own Destiny", in European Sovereignty (under the dir. of G. BARRETT, 
P-C. MÜLLER-GRAFF, J-P. RAGEADE, V. VADÁSZ), Springer, 2024, p. 132. 
35 N. SMUHA, "European Sovereignty: A Union Seeking to Control its own Destiny", op. cit., p. 132. 
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3. The interplay between digital regulation or innovation 

It is a commonly held view that increased regulation of the digital economy hinders innovation and impedes 

technological progress.36 Advocates of this perspective cite concrete examples that, at least initially, appear to 

corroborate this assertion.37 They emphasise the remarkable achievements of prominent American tech 

companies, which have catalysed economic and societal transformations while generating substantial wealth 

for their shareholders.38 Evidence from Europe serves as a cautionary tale that further substantiates this 

perspective: European tech regulations are extensive, but globally successful European technology companies 

are few and far between.39 These observations are then used to claim that there is a causal relationship between 

a country's digital regulations and its technology industry's performance.40 The US have been a leading 

proponent of the movement against regulation, with a regulatory framework guided by a deeply entrenched 

techno-libertarian ethos, comprising antitrust laws that are poorly enforced, an absence of a federal data privacy 

law, and content-moderation rules that are permissive, thereby shielding tech companies from liability.41 In 

contrast, the EU has frequently relied on its regulatory capacities, encompassing antitrust legislation, data 

privacy directives, and content moderation guidelines, in an endeavour to regulate technology corporations and 

safeguard the rights of European citizens. These regulatory frameworks have exerted a substantial influence 

on the daily operations of tech companies, impeding their capacity to collect, process, or disseminate data; to 

design products; and to engage with internet users or other commercial entities within the marketplace.42 

However – as evidenced by Appendix 1 – recent studies indicate a shift in public sentiment in the United States, 

with American political leadership and citizens increasingly questioning the benefits of an unregulated tech 

economy and recognising the societal harms caused by tech companies.43 Yet the US government has been 

unable to introduce any significant regulatory reforms due to a continuing fear that a regulatory approach that 

is too interventionist will hinder innovative activity among tech companies and thereby halt the country's 

economic and technological progress.44 This concern has been exacerbated in the current US – China tech 

war, which accentuates the importance of maintaining American technological leadership.45 

It may seem conceivable to adhere to the US reluctance towards digital regulation and presume a causal 

relationship between the EU’s stringent regulatory regime and its dearth of leading companies, since there is 

no European equivalent to the Big Tech and European companies contribute a mere 4% of the market 

capitalisation of the world's seventy largest platforms, contrasting with the 73% of the US.46 Besides, a plethora 

 
36 The terms “tech regulation” and “digital regulation” refer to legislative, administrative, or enforcement actions that either target the tech 
sector or digital economy specifically or have a substantial effect on the way tech companies operate, see A. BRADFORD, "The False Choice 
Between Digital Regulation and Innovation", N.U.L.R., 2024, Vol. 118, p. 386. 
37 P. AGHION, A. BERGEAUD and J. VAN REENEN, "The Impact of Regulation on Innovation", A.E.R., 2023, Vol. 113, pp. 2894-2936; J. ANDREW, 
"Tech Regulation Can Harm National Security", 28th of November 2022, available on https://www.csis.org/analysis/tech-regulation-can-
harm-national-security, accessed 29th of January 2025; S. OVIDE, "The Hands-Off Tech Era Is Over", 16th of June 2023, available on 
https://www.nytimes.com/2022/06/15/technology/government-intervention-tech.html, accessed 29th of January 2025. 
38 A. CHANDER, "How Law Made Silicon Valley", Emory Law Journal, 2015, p. 642. 
39 Ibid. 
40 Ibid., p. 677. 
41 A. BRADFORD, Digital Empires: The Global Battle To Regulate Technology, Oxford University Press, 2023, p. 33.; A. BRADFORD, "The 
False Choice Between Digital Regulation and Innovation", op.cit., p. 380. 
42 A. BRADFORD, Digital Empires: The Global Battle To Regulate Technology, op. cit., p. 111. 
43 M. ANDERSON, "Most Americans Say Social Meida Companies Have Too Much Power, Influence in Politics", 22nd of July 2020, available 
on https://www.pewresearch.org/short-reads/2020/07/22/most-americans-say-social-media-companies-have-too-much-power-influence-
in-politics/, accessed 29th of January 2025; A. BRADFORD, "The False Choice Between Digital Regulation and Innovation", op. cit., p. 380. 
44 A. BRADFORD, ibid. 
45 N. TIKU, "Big Tech: Breaking Us Will Only Help China", 23rd of May 2019, available on https://www.wired.com/story/big-tech-breaking-
will-only-help-china/, accessed on 29th of January 2025. 
46 "The EU Wants to Set the Rules for the World of Technology", 20th of July 2020, available on 
https://www.economist.com/business/2020/02/20/the-eu-wants-to-set-the-rules-for-the-world-of-technology, accessed 29th of January 
2025. 

https://www.csis.org/analysis/tech-regulation-can-harm-national-security
https://www.csis.org/analysis/tech-regulation-can-harm-national-security
https://www.nytimes.com/2022/06/15/technology/government-intervention-tech.html
https://www.pewresearch.org/short-reads/2020/07/22/most-americans-say-social-media-companies-have-too-much-power-influence-in-politics/
https://www.pewresearch.org/short-reads/2020/07/22/most-americans-say-social-media-companies-have-too-much-power-influence-in-politics/
https://www.wired.com/story/big-tech-breaking-will-only-help-china/
https://www.wired.com/story/big-tech-breaking-will-only-help-china/
https://www.economist.com/business/2020/02/20/the-eu-wants-to-set-the-rules-for-the-world-of-technology
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of metrics indicate that the EU currently exhibits a technological deficit in comparison to the United States. 

European firms demonstrate lower profitability, growth, and innovation in comparison to their US counterparts, 

thus contributing to a substantial technology gap.47 Concurrently, the EU has assumed the role of the world's 

regulatory driving force. While consumers may not be able to name any leading European tech companies, 

most have likely heard about the General Data Protection Regulation (GDPR). Consequently, while the EU may 

not be capable of generating the world's leading tech companies, it has demonstrated its capacity to establish 

regulations to govern these companies.48 Despite the existence of a transatlantic technology gap, the question 

of whether EU technology regulations are responsible for the foundation of today's tech giants in the United 

States rather than the EU remains debated. This prevailing view may oversimplify the relationship between 

innovation and digital regulation, and reflects several misunderstandings about the strengths and weaknesses 

of the European and American regulatory regimes and their respective tech ecosystems.49 A more thorough 

examination reveals that the EU's failure to nurture a comparably prosperous tech industry is attributable to a 

multitude of factors, including: the absence of a proactive immigration policy that would allow the EU to harness 

foreign tech talents, the fragmented Digital Single Market – which limits the scaling of innovations within the EU 

– and Europe's punitive bankruptcy laws and cultural attitudes that deter risk-taking underdeveloped capital 

markets.50 Concurrently, these factors are intrinsic strengths of the US legal regime and tech ecosystem.51 

3.1. Digital regulation in the United States 

The US digital regulation approach is characterised by a steadfast belief in the efficiency of markets and a 

concomitant reluctance to impose stringent regulatory measures.52 This regulatory model is indicative of the 

nation's deeply ingrained techno-optimism, whereby confidence is placed in the capacity of tech companies to 

self-regulate.53 According to this American techno-libertarian perspective, government intervention is viewed as 

detrimental to the efficient operation of markets and as a threat to individual liberty and societal progress, and 

should therefore remain minimal. The US' commitment to innovation and growth provides the economic 

rationale against government intervention, whilst its commitment to individual liberty and freedom is invoked as 

a political reason to limit the government's role in the digital economy.54 The US free-market ideology can be 

illustrated with § 230 of the Communications Decency Act of 1996. This piece of legislation offers legal 

protection to online intermediaries and shield these companies from liability for any third-party content that they 

host on their platforms.55 If YouTube were to remove an illegal video or Meta were to delete a defamatory post, 

these actions would not infringe upon the user's right to free speech. This immunity, which safeguards platforms' 

actions and inactions alike, has been regarded as crucial for the growth and development of online services.56 

In contrast to the majority of other countries worldwide that have recently adopted data privacy laws, no 

comprehensive federal privacy law has been instigated.57 Furthermore, the dated antitrust statutes, which are 

 
47 A. BRADFORD, "The False Choice Between Digital Regulation and Innovation", op. cit., p. 381. 
48 A. BRADFORD, Digital Empires: The Global Battle To Regulate Technology, op. cit., pp. 111, 116, 124. 
49 A. BRADFORD, "The False Choice Between Digital Regulation and Innovation", op. cit., p. 382. 
50 Ibid., N. SMUHA, "European Sovereignty: A Union Seeking to Control its own Destiny", op. cit., pp. 136 – 148. 
51 Ibid. 
52 CLINTON WHITE HOUSE, "Read the Framework", available on https://clintonwhitehouse4.archives.gov/WH/New/Commerce/read.html, 
accessed 29th of January 2025. 
53 A. BRADFORD, Digital Empires: The Global Battle To Regulate Technology, op. cit., pp. 33-36.  
54 A. BRADFORD, "The False Choice Between Digital Regulation and Innovation", op. cit., p. 387. 
55 V. BRANNON and E. HOLMES, Section 230: An Overview, 1st of April 2024, Congress.Gov, available on https://www.congress.gov/crs-
product/R46751, accessed 9th of May 2024.  
56 D. CITRON and M. FRANKS, "The Internet as a Speech Machine and Other Myths Confounding Section 230 Reform", Boston University 
School of Law: Research Paper n°20-8, 2022, p. 15. 
57 M. MCCLUSKEY, "After a Year of Focus on Big Tech Harms, Why We’re Still Waiting on Reform", available on 
https://time.com/6212145/big-tech-reforms-us-free-speech/, accessed 3rd of February 2025; DLA PIPERS, "Data protection laws in the 
United States", 6th February 2025, available on 

https://clintonwhitehouse4.archives.gov/WH/New/Commerce/read.html
https://www.congress.gov/crs-product/R46751
https://www.congress.gov/crs-product/R46751
https://time.com/6212145/big-tech-reforms-us-free-speech/
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viewed by many as inadequate for addressing the challenges of the contemporary digital economy, have not 

been updated either.58 Additionally, no measures have been taken to protect the rights of gig workers or impose 

obligations on platforms to share revenue with creators of copyright-protected content.59 The US’ ideological 

dedication to free markets, in conjunction with unrelenting corporate lobbying and legislative inefficiencies, may 

provide a rationale for the nation's restraint in regulating its technology sector.60 This minimalist legislative 

framework stands in stark contrast to the legislative activity of the EU, which has regulated extensively across 

many domains of the digital economy. However, before delving into the analysis of Europe’s approach regarding 

digital regulation, it is worth mentioning that, even if our discussion does not address China’s tech regulation, 

its regulatory posture has, until recently, been analogous to that of the US with respect to the maximisation of 

Chinese tech companies' capacity for growth and innovation, largely free from regulatory constraints.61 

3.1.1 The current vision of the United States regarding the regulation of AI 

Regarding AI, the White House revoked Biden’s Executive Order (EO) 14110 on the 20th of January 2025 and 

adopted a new one on the 23rd of January 2025 in order to: "Remove barriers to American leadership in artificial 

intelligence".62 While Biden’s EO emphasised oversight, ethical safeguards, risk mitigation, civil rights and 

accountability in AI design, the new EO centers on deregulation, economic competitiveness, and minimising 

federal intervention. Framing AI development as a matter of national strength and global leadership, the new 

EO prioritises policies that remove perceived regulatory obstacles to innovation, and explicitly criticizes 

"engineered social agendas"63 in AI and calls for systems free of "ideological bias".64 

The first core difference relates to global AI leadership. Biden’s EO underscored multilateral engagement, 

urging collaboration with allies and global bodies to shape shared safety and ethics standards. The new EO 

adopts a unilateral stance, asserting American leadership without articulating any commitment to international 

coordination or governance frameworks.65 

Second, Biden’s EO established an oversight infrastructure, focusing on: mandatory red-teaming of high-risk 

AI models, cybersecurity standards and interagency collaboration on safety protocols. In contrast, the new EO 

mandates an immediate review – and potential repeal – of all Biden-era AI policies that may obstruct innovation 

and contrary to the vision of the new presidential administration. In addition, rather than instituting federal 

oversight, it relies on the private sector’s presumed agility to drive responsible innovation.66  

Third, Biden’s EO emphasised workforce development through investments in AI education, expanded visa 

access for skilled workers, and public-private partnerships for AI research and development. The new EO omits 

 
https://www.dlapiperdataprotection.com/?t=law&c=US#:~:text=United%20States%20privacy%20law%20is,biometrics%2C%20and%20co
mmunications%20privacy%20laws., accessed 9th of May 2025. 
58 A. KLOBUCHAR, "Klobuchar reintroduces Bill to Promote Competition and Improve Antitrust Enforcement", 16th of January 2025, available 
on https://www.klobuchar.senate.gov/public/index.cfm/2025/1/klobuchar-reintroduces-bill-to-promote-competition-and-improve-antitrust-
enforcement, accessed 3rd of February 2025. 
59 A. BRADFORD, "The False Choice Between Digital Regulation and Innovation", op. cit., p. 388. 
60 Ibid. 
61 Ibid., p. 387; A. ZHANG, "Agility over Stability: China’s Great Reversal in Regulating the Platform Economy", H.I.L.J., 2022, Vol. 63. 
62 Executive Order 14719 of January 23, 2025, "Removing Barriers to American Leadership in Artificial Intelligence", Federal Register, 31st 
of January 2025, Vol. 90, No. 20. 
63 Ibid., Section 1. 
64 Ibid; P. CARRILLO et al., "Key Insights on President Trump’s New AI Executive Order and Policy & Regulation Implications", Squire Patton 
Boggs, February 2025, available on https://www.squirepattonboggs.com/en/insights/publications/2025/02/key-insights-on-president-
trumps-new-ai-executive-order-and-policy-regulatory-implications, accessed 9th of May 2025. 
65 P. CARRILLO et al., "Key Insights on President Trump’s New AI Executive Order and Policy & Regulation Implications", op. cit. 
66 Ibid. 

https://www.dlapiperdataprotection.com/?t=law&c=US#:~:text=United%20States%20privacy%20law%20is,biometrics%2C%20and%20communications%20privacy%20laws
https://www.dlapiperdataprotection.com/?t=law&c=US#:~:text=United%20States%20privacy%20law%20is,biometrics%2C%20and%20communications%20privacy%20laws
https://www.klobuchar.senate.gov/public/index.cfm/2025/1/klobuchar-reintroduces-bill-to-promote-competition-and-improve-antitrust-enforcement
https://www.klobuchar.senate.gov/public/index.cfm/2025/1/klobuchar-reintroduces-bill-to-promote-competition-and-improve-antitrust-enforcement
https://www.squirepattonboggs.com/en/insights/publications/2025/02/key-insights-on-president-trumps-new-ai-executive-order-and-policy-regulatory-implications
https://www.squirepattonboggs.com/en/insights/publications/2025/02/key-insights-on-president-trumps-new-ai-executive-order-and-policy-regulatory-implications


 9 

such provisions, reflecting a belief that deregulation will organically attract talent and promote growth in the 

private sector without direct federal involvement.67 

Four, both EOs treat AI as a national security issue, but through differing mechanisms. Biden’s EO required 

detailed risk assessments by federal agencies, such as the Departments of Energy and Defense, concerning 

AI’s misuse in biosecurity and cyberinfrastructure. On the contrary, the new EO narrows this focus and 

emphasises streamlined governance, minimal federal oversight and a more flexible regulatory environment, all 

seen as essential to maintaining US technological leadership for national security purposes.68 

Finally, the most pronounced ideological divergence relates to the treatment of civil rights and equity. Biden’s 

EO embedded civil rights considerations throughout, mandating assessments of AI’s impact on discrimination, 

particularly in hiring, healthcare, and law enforcement. The new EO dismisses this emphasis, asserting that 

existing discrimination laws69 are sufficient.70  

3.1.2 Regulatory divergence in transatlantic AI governance 

The January 2025 Executive Order issued by the White House represents a decisive policy shift in the United 

States’ approach to AI governance, which raises questions regarding: the coherence of US AI governance, the 

role of federal versus state regulatory competence, and the position of the United States within the emerging 

global legal framework for AI. 

The US deregulatory orientation stands in stark contrast to other jurisdictions – most notably the European 

Union71 – at a time where other states are advancing on their own AI regulatory frameworks and policies. 

Indeed, several countries are developing their own national AI strategies, which are more closely aligned with 

the EU’s emphasis on accountability and ethical governance than with the US’s deregulatory posture.72 

However, even though many countries agree on the importance of promoting ethical uses of AI, the regulatory 

models followed vary. Some, such as Brazil, have drawn strong inspiration from the EU AI Act and its risk-

based approach, aiming to establish comprehensive frameworks that impose strict obligations on high-risk AI 

systems.73 In contrast, others like Japan and the United Kingdom have opted for more flexible regulatory 

strategies relying on technologically neutral, sector-specific legislations and voluntary industry guidelines, rather 

than adopting broad, restrictive statutes.74  

This divergence in regulatory philosophy is likely to create tensions between the US and EU frameworks, 

particularly for multinational corporations operating across both regions. While the EU’s stringent rules have 

been criticized for potentially stifling innovation, the absence of comparable ethical and risk mitigation 

safeguards in the new EO could hinder the competitiveness of US companies in the European market, where 

compliance with the AI Act’s rigorous standards is a legal prerequisite for access.75 The White House’s 

 
67 Ibid. 
68 Ibid. 
69 See e.g., Title VI and Title VII of the Civil Rights Act and the Americans with Disabilities Act. 
70 P. CARRILLO et al., "Key Insights on President Trump’s New AI Executive Order and Policy & Regulation Implications", op. cit. 
71 Regulation (EU) 2024/1689 of the European Parliament and of the Council of 13 June 2024 laying down harmonised rules on artificial 
intelligence, O.J.E.U., 12th of July 2024; Proposal for a Directive of the European Parliament and of the Council on adapting non-contractual 
civil liability rules to artificial intelligence, COM/2022/496 final. 
72 P. CARRILLO et al., "Key Insights on President Trump’s New AI Executive Order and Policy & Regulation Implications", op. cit. 
73 D. ATANASOVSKA and L. ROBELI, "Brazil’s AI Act: A New Era of AI Regulation", 26th of February 2025, GDPR Local, available on 
https://gdprlocal.com/brazils-ai-act-a-new-era-of-ai-regulation/, accessed 9th of May 2025 
74 M. GRAHAM and E. KIM, "Japan’s Approach to AI Regulation in 2025", 14th of April 2025, Lexology, available on 
https://www.lexology.com/library/detail.aspx?g=f17a68e4-c0cb-4a26-bb1f-6795290f94df, accessed 9th of May 2025; R. SUN, "Global AI 
Regulation Tracker: United Kingdom", available on https://www.techieray.com/GlobalAIRegulationTracker, accessed 9th of May 2025. 
75 P. CARRILLO et al., "Key Insights on President Trump’s New AI Executive Order and Policy & Regulation Implications", op. cit. 

https://gdprlocal.com/brazils-ai-act-a-new-era-of-ai-regulation/
https://www.lexology.com/library/detail.aspx?g=f17a68e4-c0cb-4a26-bb1f-6795290f94df
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revocation of Biden’s EO and its preference for a "clean slate"76 approach may also undermine broader 

international efforts to establish shared standards for AI governance. While the EU, the G7, and other 

international bodies are working to forge consensus around core principles such as fairness, transparency, and 

safety, the US’ shift towards deregulation could reduce its influence in shaping these global norms. This 

approach risks creating the perception that the US is prioritising immediate technological gains over long-term 

ethical and societal concerns, which may alienate key allies and diminish the country’s leadership in global AI 

diplomacy.77 Domestically, the new EO could further exacerbate the growing disparity between federal and 

state approaches to AI regulation. While states such as California78 and Connecticut79 have shown hesitation 

in enacting their own AI legislations, others – including Colorado80, Utah81, Tennessee82 and Illinois83 – enacted 

their own, each with varying scopes and regulatory scrutiny. As seen with state-level data privacy legislation84, 

this trend is likely to result in regulatory fragmentation, with different jurisdictions implementing inconsistent 

rules on high-risk AI applications, transparency obligations, and sector-specific safeguards.85  

In the absence of comprehensive federal legislation, businesses will be left navigating a complex and evolving 

patchwork of state-level AI regulations. Should Congress eventually pass a federal AI law that prioritises 

innovation over risk management, it may preempt more stringent state-level initiatives. Until then, organisations 

will need to closely monitor developments at both the state and federal levels86 to ensure legal compliance 

across multiple jurisdictions.87 Ultimately, the effectiveness of the new presidential administration’s AI policy will 

be judged by whether it sustains US leadership in the global AI race or inadvertently allows other powers to 

gain strategic ground. While the deregulatory approach may accelerate domestic innovation and investment88, 

China’s potential alignment with international AI governance frameworks could strengthen its position as a 

global standard-setter. Whether China’s AI advancement – exemplified by developments such as DeepSeek – 

 
76 Ibid. 
77 Ibid. 
78 R. AZIM-KHAN et al., "Gov. Newsom Vetoes AI Bill but Leaves the Door Open to Future CA Regulation", Crowell & Moring, 10th of February 
2024, available on https://www.crowell.com/en/insights/client-alerts/gov-newsom-vetoes-ai-bill-but-leaves-the-door-open-to-future-ca-
regulation, accessed 9th of May 2025. 
79 W. BOSWORT, "Sweeping Artificial Intelligence Bill Stalls in House", 5th of September 2024, cbia, available on 
https://www.cbia.com/news/issues-policies/sweeping-artificial-intelligence-bill-stalls/, accessed 9th of May 2025; K. DIXON, "Why 
Connecticut has been slow to adopt AI regulations", 7th of April 2025, ctpost, available on 
https://www.ctpost.com/politics/Article/connecticut-governor-state-senator-still-far-20254560.php, accessed 9th of May 2025.  
80 Senate Bill 24-205, Concerning consumer protection in interactions with artificial intelligence; T. CHUANG, "Attempt to tweak Colorado’s 
controversial, first-in-the-nation artificial intelligence law is killed", 5th of May 2025, The Colorado Sun, available on 
https://coloradosun.com/2025/05/05/colorado-artificial-intelligence-law-
killed/#:~:text=Senate%20Bill%20318%20was%20tabled,effect%20Feb.%201%2C%202026, accessed 9th of May 2025. 
81 A BAHOU and E. ILLMAN, "Understanding the Utah AI Act and Newly Effective Amendments: What Your Business Needs to Know", 9th of 
May 2025, Lexology, available on https://www.lexology.com/library/detail.aspx?g=601e9694-5cc6-438e-93b8-ee7b268303b6, accessed 
9th of May 2025. 
82 House Bill 2091, An Act to amend Tennessee Code Annotated, Title 39, Chapter 14, Part 1 and Title 47, relative to the protection of 
personal rights; B. LEE, "Tennessee First in the Nation to Address AI Impact on Music Industry", 10th of January 2024, Office of the Governor, 
available on https://www.tn.gov/governor/news/2024/1/10/tennessee-first-in-the-nation-to-address-ai-impact-on-music-industry.html, 
accessed 9th of May 2025; M. SZEWCZYK and L. AMODIO, "Artificial Intelligence and Copyrights: Tenessee’s ELVIS Act Becomes Law", 27 
of March 2024, available on https://www.armstrongteasdale.com/thought-leadership/artificial-intelligence-and-copyrights-tennessees-elvis-
act-becomes-law/, accessed 9th of May 2024. 
83 ILLINOIS GENERAL ASSEMBLY, Bill Status of HB3773; C. HARRIS, A. KOUINIAN and K. MILLER, Illinois passes artificial intelligence (AI) law 
regulating employement use cases, 9th of September 2024, Mayer/Brown, available on 
https://www.mayerbrown.com/en/insights/publications/2024/09/illinois-passes-artificial-intelligence-ai-law-regulating-employment-use-
cases, accessed 9th of May 2025.  
84 DLA PIPERS, "Data protection laws in the United States", op. cit. 
85 P. CARRILLO et al., "Key Insights on President Trump’s New AI Executive Order and Policy & Regulation Implications", op. cit. 
86 R. PENTI and J. ZHANG, White House Issues Guidance on Use and Procurement of Artificial Intelligence Technology, 14th of April 2025, 
Ropes&Gray, available on https://www.ropesgray.com/en/insights/alerts/2025/04/white-house-issues-guidance-on-use-and-procurement-
of-artificial-intelligence-technology, accessed 9th of May 2025; R. BURNETTE et al., March 2025 AI Developments Under the Trump 
Administration, 16th of April 2025, Covington, available on https://www.insidegovernmentcontracts.com/2025/04/march-2025-ai-
developments-under-the-trump-administration/, accessed 9th of May 2025. 
87 P. CARRILLO et al., "Key Insights on President Trump’s New AI Executive Order and Policy & Regulation Implications", op. cit. 
88 V. PIETROMARCHI, Stargate: What is Trump’s new $500bn AI Project?, 22 January 2025, Aljazeera, available on 
https://www.aljazeera.com/news/2025/1/22/stargate-what-is-trumps-new-500bn-ai, accessed 9th of May 2025.  
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is merely a temporary challenge or a harbinger of long-term strategic displacement remains an open and critical 

question.89 

3.2. Digital regulation in the European Union 

The European Union recognises that the innovative products and services of tech companies generate 

significant benefits for individuals and society, and that their development should therefore be encouraged.90 

Concurrently, the European approach towards the tech industry reflects concerns that the digital transformation 

has resulted in an economy with excessive concentration, in which a small number of powerful tech firms 

possess substantial economic wealth and political power.91 With their economic power, these companies have 

the capacity to abuse their market dominance and restrict competition, which has a detrimental effect on their 

rivals and consumers.92 Additionally, these companies have become platforms for disinformation, hate speech, 

and other content that is deemed unacceptable by many, therefore undermining the safety and dignity of 

individuals, while also dividing societies and destabilising democracies.93 Furthermore, these firms have been 

accused of violating individuals' rights to data privacy by extracting vast amounts of data on their users' private 

lives and commercialising such information through targeted advertising.94 Considering the aforementioned 

issues, the EU has undertaken comprehensive regulatory initiatives over the preceding decade by implementing 

a series of legal provisions which impose constraints on the business models of tech companies. The EU seeks 

to protect the fundamental right to data privacy through the 2016 GDPR.95 Moreover, it aims to limit the market 

power of dominant tech companies through the active enforcement of antitrust laws, complemented in 2022 by 

the DMA,96 which is a significant piece of legislation that aims to enhance market competition by restricting 

certain business practices by digital gatekeepers deemed to be anticompetitive.97 The EU has established a 

regulatory framework for online content, encompassing a range of instruments such as the 2019 Copyright 

Directive and the 2021 Regulation on terrorist content. The EU has implemented codes of conduct targeting 

disinformation and hate speech,98 paving the way for the overarching regulation of online intermediaries, as 

evidenced in 2022 by the DSA.99 Furthermore, the EU's ambitious and comprehensive AI Act was adopted in 

2024,100 and the labour rights of platform workers was enhanced with a Directive in October 2024.101 

A close analysis of the numerous digital regulations reveals a common focus on the enhancement of rights, 

encompassing the fundamental rights of internet users, the democratic rights of digital citizens, the social rights 
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of platform workers, and the various economic rights of smaller market actors. The EU's extensive digital 

agenda is underpinned by the conviction that markets, left to their own devices, will not yield optimal outcomes, 

and that government intervention is necessary to preserve and strengthen these rights.102 Europe is concerned 

that tech firms do not fully comprehend the implications that technology has on individuals' fundamental rights 

and democratic institutions, which are frequently undermined by their products and services.103 Thus, the EU 

perceives a necessity for regulation of the digital economy to ensure that it is rights-preserving, democracy-

enhancing, and ultimately capable of distributing the benefits of the digital transformation more widely and 

fairly.104 The EU’s pro-regulation policy is not confined to the technology sector and reflects of a more 

comprehensive perspective on market operations and the ideal function of governments. In comparison with 

the United States, the state is held in higher esteem by the public in the EU, which results in a more significant 

role in the regulation of markets.105 According to the influential literature on varieties of capitalism, the majority 

of European countries exhibit characteristics of a coordinated market economy rather than a liberal market 

economy. This suggests that they allocate a greater role to government regulation and non-market 

institutions.106 This perspective was recently articulated by Andreas Schwab, a Member of the European 

Parliament and the Parliament's chief negotiator for the DMA, during his remarks on the DMA's passage through 

Parliament. He emphasised that: "The EU will enforce the rules of the social market economy also in the digital 

sphere, and this means that lawmakers dictate the rules of competition, not digital giants."107 

The EU's regulatory philosophy, driven by a strong commitment to rights-based principles, reflects an 

ideological dedication to fostering a human-centric digital economy and has substantial backing from the 

European citizenry.108 This public support has bestowed upon the EU's regulatory agenda both democratic 

legitimacy and political momentum, a trend that has remained intact despite extensive lobbying by the tech 

industry.109 The political environment within the European Union has been identified as a contributing factor to 

the widespread implementation of regulatory measures. In comparison to their American counterparts, political 

parties across the ideological spectrum in Europe may vary in their level of support for regulatory measures, 

but a shared commitment to a regulated market economy remains prevalent.110 The DMA serves as a notable 

illustration of this prevailing political consensus. Indeed, this piece of legislation was adopted in the European 

Parliament with 588 votes in favour, 11 against, and 31 abstentions, with parties across the political spectrum 

lending resounding support.111 This degree of consensus is indicative of Europe's faith that governments, rather 

than technology companies, ought to assume the role of guardians of the digital economy.112  
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103 P. NEMITZ, "Constitutional Democracy and Technology in the Age of Artificial Intelligence", Royal Society Philosophical Transactions, 
2018, pp. 11 – 15. 
104 A. BRADFORD, "The False Choice Between Digital Regulation and Innovation", op. cit., p. 392. 
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4. The European liability framework 

4.1. The need to adapt liability rules to AI 

AI is gaining ground in our daily lives, and so is academic research into its impact on various areas of the law.113 

One of the areas that has attracted much attention is extra-contractual or tort liability. AI has caused and will 

eventually cause damage again, either by following certain actions or decisions, or by providing incorrect 

information that causes damage (e.g. when AI used in construction leads to the collapse of a building, injuring 

a bystander). Accidents involving autonomous vehicles can be cited114 as the autopilot of a Tesla car has already 

led to a fatal crash because it was unable to distinguish a white tractor-trailer crossing the road from the bright 

sky above. These cases depict the risk of accidents, despite the optimisation of national and supranational 

safety regulations for AI.115 

Recently, several initiatives have been taken or discussed at EU level regarding liability for damage caused by 

AI. The European Parliament published a resolution on civil law rules for robots in 2017 and urged the European 

Commission to consider a legislative instrument that would address liability for damage caused by autonomous 

systems and robots, assessing the feasibility of a strict liability or a risk management approach.116 This initiative 

was followed by the publication of a report by an expert group set up by the Commission on "Liability for artificial 

intelligence and other emerging digital technologies" in November 2019. The report examined the main liability 

challenges to current tort law by AI and concluded that: "(…) liability regimes in force in Member States ensure 

at least a basic level of protection for victims whose harm is caused by the operation of such new 

technologies".117 Nevertheless, the particular characteristics of AI systems – such as their complexity, opacity, 

self-learning capabilities and limited predictability – make it difficult to compensate victims in all cases where it 

appears justified.118 The report also highlights that the allocation of liability may be unfair or inefficient and 

makes several recommendations to address potential gaps in EU and national liability regimes.119 The 

Commission then responded with a White Paper on AI in 2020 dedicated to the development of a European 

approach based on excellence and trust.120 In addition, the White Paper was accompanied by a report on safety 

and liability that identified a number of issues that needed further attention, such as: the clarification of the 

scope of the Product Liability Directive or the assessment of procedural aspects (e.g. identifying the liable 

person, proving the conditions for a liability claim or access to the AI system to substantiate the claim).121 

In October 2020, the European Parliament issued a resolution with recommendations to the European 

Commission on a civil liability regime for AI, advocating strict liability for operators of high-risk AI systems and 

fault-based liability for operators of non-high-risk AI systems, with a reversal of the burden of proof.122 In April 

2021, the draft version of the AI Act was published and the amended Act entered into force in August 2024. The 

AI Act follows a risk-based approach and mainly focuses on banning AI systems that are considered as 
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"unacceptable risks"123 and imposing ex-ante obligations on "high-risk AI systems".124 The AI Act created 

obligations for various parties, such as providers and deployers of high-risk AI systems, that will be important 

when assessing the liability of those parties and determining whether or not they committed a fault.125 More 

importantly, in September 2022, the European Commission published two proposals designed to adapt liability 

rules to the digital age, the circular economy and the consequences of the global value chain. On one side, the 

AI Liability Directive includes rules designed to ease the burden of proof for fault-based, non-contractual civil 

liability for AI-induced harms.126 On the other side, the Revised Product Liability Directive substantially amends 

the current EU product liability regime by including software within its scope, introducing new circumstances for 

evaluating product defectiveness, and introducing rules on presumptions of defectiveness and causation.127 

The final version of the rPLD was formally adopted by the European Parliament and the Council on 23 October 

2024.128 It was subsequently published in the Official Journal of the European Union on 18 November 2024 and 

entered into force twenty days later.129 Member States are required to transpose the Directive into their national 

legal systems by 9 December 2026.130 In the meantime, the 1985 PLD will remain applicable to products placed 

on the market or put into service before that date and will be officially repealed as of 9 December 2026.131 

4.2. The different forms of liability 

Liability laws define the legal framework for determining who bears responsibility when harm is caused. Three 

primary doctrines underpin this framework: fault-based liability, strict liability and no-fault liability.132  

4.2.1 Fault-based liability  

The widespread adoption of fault-based liability is largely attributed to its perceived fairness: liability is 

contingent upon establishing negligence, thereby ensuring that only those who have acted without due care are 

held responsible for resulting harm. As a result, in situations where no clear fault can be attributed, the burden 

of loss typically falls on the victim. From an incentives-based perspective, fault-based liability serves a dual 

function. It motivates actors involved in potentially harmful activities – such as the development or deployment 

of AI systems – to exercise proper caution, as they may avoid liability by demonstrating that they took all 

reasonable measures. At the same time, it encourages prospective victims to act prudently, as they also have 

a stake in preventing accidents.133 

However, this model presents notable challenges when applied to AI systems and the broader AI value chain. 

One significant difficulty lies in proving whether a party did or did not meet the requisite standard of care.134 

Courts and claimants may face informational asymmetries which hinder their ability to assess whether adequate 
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precautions were taken and to establish a causal link between a specific negligent act and the resulting harm, 

particularly given the complexity and technical opacity of AI systems.135 These evidentiary challenges render 

litigations under a fault-based regime potentially protracted, costly, and uncertain. In this context, a strict liability 

framework may provide greater legal predictability and ease of enforcement.136 

4.2.2 Strict liability 

In contrast, strict liability requires victims to demonstrate only that the defendant’s actions caused the harm, 

irrespective of whether the defendant exercised optimal care. This legal regime is generally considered 

exceptional and is typically reserved for activities that are inherently hazardous, even when conducted with due 

diligence. However, the scope of strict liability varies considerably across jurisdictions.137 In many continental 

legal systems, for instance, individuals can be held liable for the conduct of persons or objects under their 

supervision – such as employees or vehicles – a concept commonly referred to as vicarious liability.138 

For the effective implementation of a strict liability regime to AI, it is necessary to distinguish two different 

models.139 Illegitimate-harm models – such as cancer detection systems or autonomous vehicles – refer to AI 

systems that should not cause harm under normal operation. In contrast, legitimate-harm models are designed 

to generate outputs that will, by their nature, adversely affect individuals. Such models are prevalent in domains 

like credit scoring, insurance underwriting, and recruitment, where AI systems rank or select individuals based 

on predefined criteria. In these contexts, a considerable proportion of outcomes may produce unfavourable 

results for certain individuals. However, such outcomes do not necessarily constitute compensable harm as 

they represent the inherent consequences of selection or classification processes based on the input data. In 

such cases, operators should have the opportunity to prove that the system functioned as intended and that 

any resulting harm caused was justified, thereby potentially exempting them from liability. 140 

Strict liability offers several advantages, particularly in the context of hazardous or high-risk activities. First, 

strict liability incentivizes actors to adopt robust safety measures, as they remain liable for harm regardless of 

their conduct. Second, this regime offers substantial benefits for victims – who are relieved of the often-difficult 

burden of proving negligence – as it is sufficient for claimants to establish a causal connection between the 

defendant’s conduct and the harm suffered.141 This approach also obviates the need for costly and complex 

investigations into whether a duty of care was breached or whether a product was defective – a significant 

advantage in the context of AI, where the technical complexity of systems often renders judicial assessment 

both challenging and prone to error.142 Moreover, strict liability circumvents the reliance on the slow 

development of technical standards necessary to operationalise the duty of care.143 Third, it encourages actors 

to internalize the full social cost of their activities. By bearing the risk of liability even when acting with care, 
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parties are incentivised to engage in potentially harmful activities only to the extent that they remain 

economically justifiable. This activity-level control mechanism helps reduce unnecessary exposure to risk and 

fosters a more balanced allocation of legal responsibility.144 Yet the effectiveness of such incentives rests on 

several assumptions – such as the availability of adequate information or actors’ rational decision-making – that 

are, at best, questionable in practice.145 

Despite its advantages, strict liability is not without limitations and potential drawbacks. First, strict liability is 

generally considered socially efficient in contexts where the underlying activity remains dangerous even after 

the adoption of reasonable precautions. In cases where the activity is not inherently hazardous, optimal levels 

of care can typically be achieved under a fault-based regime, which may result in lower overall costs associated 

with injuries and litigation.146 Second, strict liability increases the private costs associated with engaging in an 

activity, which means that over-deterrence through strict liability could result in missed opportunities for 

innovation and improvements in public welfare, and may disincentive investment in AI or reduce the availability 

of venture capital for emerging technologies.147 This issue is particularly salient for SMEs – which constitute a 

substantial proportion of AI companies within the EU – that are especially susceptible to the deterrent effects 

of potential litigation. Start-ups often rely on venture capital funding, which may be withdrawn or withheld in the 

face of legal uncertainty or ongoing lawsuits. Given that securing AI-related investment is already more 

challenging in the EU compared to the United States, imposing a strict liability regime could exacerbate these 

difficulties.148 Some argue that these adverse effects on SMEs could be mitigated by exempting them from the 

application of truly strict liability provisions.149 More broadly, the introduction of a strict liability regime may be 

perceived internationally as a hostile regulatory stance toward AI development and deployment in the EU. Such 

a belief risks generating a "chilling effect"150 on innovation, potentially discouraging the provision of AI-based 

solutions in vital sectors such as healthcare and education. This concern is compounded by the AI Act, which 

has acquired a reputation in investment circles for posing significant regulatory hurdles, thereby further 

dampening venture capital interest.151 This narrative may be strategically employed to reinforce the idea that 

EU-based AI companies are less competitive than their international counterparts, in order to depress those 

firms’ valuations and make them more attractive targets for acquisition.152 Third, strict liability may reduce 

incentives for victims or individuals under the defendant’s control to act prudently, knowing that the defendant 

will bear liability irrespective of fault153 – even if it can be mitigated to some extent through the recognition 

of contributory negligence as a valid defense, whereby a claimant’s compensation may be reduced or denied if 

their own negligent conduct contributed to the harm suffered.154 Finally, the implementation of a strict liability 

regime may stimulate greater demand for AI liability insurance, both from actors seeking to hedge against 

exposure and from potential victims seeking coverage. While the development of such insurance markets could 
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lead to improved risk-sharing and compensation mechanisms, it may also introduce new administrative 

burdens, higher transaction costs, and the potential for increased (vexatious) litigation related to insurance 

disputes.155 As such, policymakers and scholars must weigh these trade-offs carefully when considering the 

adoption or expansion of strict liability frameworks for AI-related harms.156 

4.2.3 No-fault liability  

An alternative approach that has received comparatively limited attention from policymakers is that of a no-fault 

compensation regime. Such mechanisms are already in place in different states, most notably in the context of 

road traffic accidents. These regimes vary significantly in their design, particularly with regard to their sources 

of funding and their substantive scope, with some confined to specific sectors, and others that apply more 

broadly to general categories of harm.157 

In certain jurisdictions, such as Belgium, compensation is provided by insurers under predetermined 

conditions158, whereas in others, such as New Zealand, the State administers a dedicated compensation 

fund.159 These no-fault mechanisms present several advantages, especially when applied to AI-related 

incidents. The inherent complexities and evidentiary challenges associated with establishing liability in cases 

involving AI often render traditional redress mechanisms, such as fault-based or strict liability, inaccessible or 

ineffective for victims. In contrast, no-fault regimes are typically simpler to administer, offering greater 

transparency regarding both the scope of compensable harm and the quantum of compensation available.160 

Furthermore, they eliminate the need to resolve intricate questions of legal liability and substantially reduce the 

burden of proof on claimants.161 

Nevertheless, one commonly cited criticism is the perceived lack of deterrent effect. Because responsible 

parties are not held personally liable for harm, they may be insufficiently incentivised to adopt risk-averse 

behaviours. This concern relates to the broader deterrence function traditionally attributed to tort law. However, 

empirical studies on the deterrence efficacy of no-fault regimes have produced inconclusive results. In fact, 

some evidence suggests that there is no significant increase in tortious conduct under no-fault systems, thereby 

calling into question the assumption that liability-based deterrence is invariably more effective.162 

4.2.4 Product liability 

Within the EU, predominantly ex-ante product safety rules are structured across two legislative tiers. First, 

certain sector-specific instruments163 govern particular categories of products. Second, in the absence of such 

tailored legislation, the General Product Safety Regulation (GPSR)164 – designed to ensure that only safe 
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consumer products are placed on the market165 – applies as a catch-all framework. Specifically, it imposes 

obligations on producers and distributors to proactively identify potential risks associated with their products, to 

inform consumers of such risks, and, where necessary, to withdraw hazardous products from the market.166 

The Product Liability Directive complements the GPSR by operating as an ex-post liability regime, targeting 

consumer products considered defective. While product liability is traditionally classified as a form of strict 

liability, many scholars argue that product liability regimes often incorporate elements of fault-based reasoning, 

depending on the interpretation of defectiveness. A defect is generally understood as a failure to meet the level 

of safety that the public is entitled to expect, considering the nature of the product, its intended use, and the 

state of scientific and technical knowledge at the time it was placed on the market.167 However, its interpretation 

significantly influences the character of the liability regime: “If courts assume a defect easily, product liability 

tends towards strict liability. Conversely, if proving a product is defective is difficult, product liability resembles 

a negligence rule.”168 

Beyond the general considerations surrounding fault-based and strict liability, product liability law is frequently 

viewed as a suitable mechanism in cases where a single actor within the value chain is in the best position to 

prevent harm. This actor typically possesses superior information, technical capability, or control over product 

design and manufacturing processes.169 For instance, an AI system provider with substantial market influence 

or technical expertise may be able to shape the conduct of other actors in the value chain, such as component 

manufacturers, developers, and data labelers. Within this framework, liability is often assigned to the party 

deemed the "cheapest cost avoider"170, which is the actor best positioned to implement cost-effective harm 

prevention measures.171 

Nevertheless, there may be circumstances in which the cheapest cost avoider is not the provider of the system, 

such as in situations where harm results from a defect in a component that is extremely difficult to detect. If 

liability is assigned to the AI provider, and if the component’s manufacturer anticipates that the provider will 

ultimately bear responsibility, the manufacturer may have diminished incentives to exercise optimal care.172 To 

address such concerns, some legal systems empower courts to identify the cheapest cost avoider on a case-

by-case basis. However, this task is inherently complex and resource-intensive. Consequently, some scholars 

have proposed a more structured approach: assigning liability to a default party – such as the AI provider – and 

enabling them to redistribute liability through contractual arrangements with other actors in the value chain in 

order to align liability with actual control and capacity to prevent harm, while reducing the informational burdens 

on the judiciary institutions.173 

4.3. From PLD to rPLD 

The PLD was adopted in 1985 and aims to ensure that producers are liable for the damage caused to individuals 

by their defective products.174 The idea of the 1985 PLD is to provide a maximally harmonised framework 

through which Member States can deal with liability and remedy the damage caused by products. Therefore, 
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no Member State may maintain or introduce more or less stringent provisions in respect of damage caused by 

defective products unless expressly authorised to do so by the Directive.175 For claims that fall outside the scope 

of the PLD, such as claims for damage that cannot be compensated under the product liability regime or claims 

against actors other than producers, injured persons must rely on other horizontally applicable rules and 

national laws in order to recover their losses.176 

Stakeholders have expressed concerns about the adequacy of the 1985 PLD to address the current level of 

harm caused by defective products, particularly in light of the considerable role that digital technologies now 

play in disrupting production processes.177 The EU authorities have also recognised the new challenges posed 

by digitalisation. In 2018, an evaluation to identify discrepancies between the 1985 PLD and the issues raised 

by digital technologies unfolded.178 It concluded that, while the liability rules laid down in the 1985 PLD are 

broadly appropriate, key concepts such as "product", "damage", "defectiveness" and "producer" are no longer 

suited to the changing patterns of production driven by digitalisation and the circular economy.179 Significant 

legal fragmentation has occurred across Member States, which is not only likely to create significant uncertainty 

about the potential liability of economic operators, but also to undermine effective consumer protection.180 In 

this context, the European Commission presented a proposal aiming to modernise the maximum-harmonisation 

framework of the 1985 PLD.181 

The European Commission’s proposal for the rPLD underwent several amendments before its final adoption. 

The Council introduced its changes in June 2023, followed by the European Parliament in October 2023.182 By 

January 2024, the two institutions reached a provisional agreement on the text.183 The version ultimately 

adopted in October 2024 closely mirrors that agreement, with only minor modifications – primarily linguistic 

clarifications and refined formulations – leaving the substance of the text largely unchanged.184 Nevertheless, 

several key differences can be identified between the European Commission’s original proposal and the final 

adopted version.185 First, the adopted text explicitly includes non-material losses within the scope of 

compensable harm, provided they arise from a type of damage already recognized under the Directive.186 

Second, the final text excludes free and open-source software developed or supplied outside the context of 

commercial activity from its scope.187 Third, the final version introduces a definition of "substantial 
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modification"188, which was absent from the initial draft. This addition provides greater clarity on when liability 

may shift from the original manufacturer to a party making significant changes to the product.189 Fourth, the 

standard for assessing a product’s defectiveness appears to differ in wording between the two texts. The 

Proposal defined a defective product as one that fails to provide the level of safety the "public at large is entitled 

to expect".190 The adopted version, however, refers to the safety that "a person"191 is entitled to expect. Despite 

this change, Recital 30 of the final version clarifies that the defectiveness assessment should still be based on 

an objective evaluation of the safety expectations of the general public, suggesting that the underlying standard 

remains unchanged. Fifth, the adopted text includes a new provision concerning manufacturers' rights of 

recourse.192 Where a defective software component is integrated into a product, the final text denies the 

integrating manufacturer’s right of recourse against the component’s producer if that producer was a micro or 

small enterprise at the time the component entered the market – provided the manufacturer has contractually 

waived that right. However, such waivers may be rare in practice, as micro and small enterprises typically lack 

bargaining power in B2B negotiations.193 Finally, the adopted version extends the period for compensation. 

While the Proposal had increased the standard 10-year period to 15 years in exceptional cases involving latent 

personal injuries, the final text further extends this period to 25 years.194 

4.4. Broadening the concept of "product" 

Contemporary software is characterised by complexity, rendering it challenging to make generalisations 

regarding their nature and integration within products. Software can be integrated into or remotely connected 

to a product (e.g. the software supporting autonomous vehicles) and thus influence its performance, but it can 

also operate as a standalone application installed on a tangible product.195 In considering the legal status of 

software, policymakers explored a range of approaches. One option under consideration was to instruct 

Member States to categorise software as a component of a more comprehensive product.196 This approach 

would have empowered consumers to initiate legal action based on extra-contractual liability against software 

providers for damages resulting from defects in the software. However, this approach raised two significant 

concerns. Firstly, it would have implied that only the component software "necessary" for a tangible product to 

function would be covered by product liability. Conversely, if damage was inflicted by an "add-on" software that 

was not essential, it would neither have been regarded as a component of a product nor as a product in its own 

right. Therefore, the provider of the add-on software would not have been subject to the product-liability 

regime.197 Secondly, defining software as a component of a product had the potential to alter the incentive for 

precaution allocated between the provider of the software and the manufacturer of the product. By categorising 

software as a product in its own right, the software provider is compelled to provide timely updates to ensure 
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the product's effective functioning. Conversely, the manufacturer might be able to evade liability by asserting 

that the operation of the software and updates are beyond its control.198  

The other option, adopted by the revised PLD, is to define software as a product per se. The new Directive 

identifies this notion as a product explicitly, yet it does not contain a proper definition of the term "software"199: 

It simply provides an enumeration of certain forms of software, including but not limited to operating systems, 

computer programs, applications, firmware and AI systems.200 However, the text set up an exemption for "free 

and open-source software developed or supplied outside the course of a commercial activity"201 in an attempt 

to strike a balance between innovation and liability. Whilst this may be regarded as beneficial in terms of 

facilitating innovation202, questions could be asked about the adequacy of the rPLD in addressing the potential 

adverse implications of such free and open-source software – as research already demonstrated that open-

source AI software could cause harm, a consideration that is frequently overlooked by AI ethics codes.203  

Finally, it is interesting to examine the treatment of emerging business models – such as Software as a Service 

(SaaS) – within rPLD. Despite Recital 12 of the Proposal stating that "(…) software is a product for the purposes 

of applying no-fault liability, irrespective of the mode of its supply"204, some scholars raised concerns regarding 

the ambiguous treatment of SaaS. Specifically, they noted that the Recital did not explicitly include SaaS when 

exemplifying the concept of software, thereby leaving uncertainty about its inclusion within the scope of the 

Directive.205 However, the final version of the rPLD resolves this ambiguity by stating unequivocally that: "(…) 

software is a product for the purposes of applying no-fault liability, irrespective of the mode of its supply or 

usage, and therefore irrespective of whether the software is stored on a device, accessed through a 

communication network or cloud technologies, or supplied through a software-as-a-service model".206  

4.5. The interplay between the notion of component and related service 

In the context of product safety, inaccurate information can potentially compromise the integrity of the product 

itself. While the rPLD reasserts that information fall outside the scope of the notion of product207, treating 

information as a component of a product in certain instances would align with the PLD's objective of enhancing 

consumer protection.208 

The rPLD has fundamentally reconceptualised the notion of "component" and defines it as: " any item, whether 

tangible or intangible, raw material or related service, that is integrated into, or inter-connected with, a 

product."209 Some argue that the rPLD supports a broad interpretation of the notion of component that could 

encompass data and particularly data that contributes to the functioning of a product.210 In the context of 
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autonomous vehicles, for instance, this interpretation could imply that a component manufacturer may be held 

liable for data or mapping failures that compromise the vehicle’s safe operation and ultimately result in an 

accident.211 If so, claimants could potentially pursue liability not only against the product’s manufacturer but also 

against the party responsible for the data component, should that data contribute to the harm suffered.212 

Moreover, the Directive defines the concept of "related service" as: "A digital service that is integrated into or 

interconnected with a product, in such a way that its absence would prevent the product from performing one 

or more of its functions".213 The new definition of "component" gives rise to significant repercussions for the 

legal status of digital services and the delineation between products and services. Even if the product-service 

dichotomy is upheld because a digital service, alone, would not constitute a product according to the rPLD214, 

those interconnected with a product and influencing its functionalities – like the continuous supply of traffic data 

in a navigation system or a health monitoring service that relies on a physical product’s sensors to track the 

user’s health metrics –215 would be acknowledged as a component of a product. This would render its providers 

liable under product liability laws, contingent upon its integration with the product of the manufacturer – or under 

its control – and that its absence of the product.216  

In accordance with Article 4(3) of the rPLD, the notion of "functionality" serves as a key criterion in determining 

whether a specific digital service can be designated as a related service. In the event that a digital service is 

deemed to exert no influence on the functionality of the overall product, it would fall outside the scope of the 

rPLD. Some authors argue that this concept of functionality could be interpreted in two distinct ways.217 The 

first is a literal interpretation, under which any influence on the performance of the product is considered 

functional.218 The second is based on objective interpretation linked to the safety of a product.219 If the latter is 

followed, digital services that have no impact on the safety of the connected product fall outside the scope of 

the directive.220 For example, in a case where the performance of a product hinges on specific digital services 

– such as the provision of data that is utilised to determine an individual's access to financial services221 or to 

assess the recidivism risk of a criminal222 – and it is discovered that the supplied data is discriminatory. In such 

a case, under the second interpretation, these digital services may not be regarded as related services. 

Consequently, the service providers supplying and analysing such data would not be regarded as component 

manufacturers, and would not be subject to product liability. While some recommend that the rPLD provides a 

clearer definition of the notion of "functionality"223, it could be argued that an interpretation encompassing any 

factor that influences the functions of the product should be preferred. Such an interpretation would not only 

enhance the Directive’s capacity to "ensure a high level of protection of consumers and other natural 
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persons"224, but also, regarding AI, align with Article 10.3 of the AI Act, which mandates that high-risk AI systems 

be trained on datasets that are: "relevant, sufficiently representative, and, to the greatest extent possible, free 

of errors and complete in view of the intended purpose".225 Ultimately, the assessment of a product's safety 

appears to align more closely with the evaluation of its defectiveness than with the legal classification of its 

elements as related services.226 

Eventually, in addition to the requirement of functionality, it is also necessary to determine whether the digital 

service is integrated into or interconnected with the product of the manufacturer, or within the control of the 

manufacturer.227 Ultimately, the rPLD delineates the limits of a manufacturer’s control by clarifying that: "A 

manufacturer should not be considered to have consented to integration or interconnection merely by providing 

for the technical possibility of integration or interconnection, by recommending certain brands, or by failing to 

prohibit potentially related services or components."228 Yet on the contrary: "Once a product has been placed 

on the market, it should be considered to remain within the manufacturer’s control where the manufacturer 

retains the ability to supply software updates or upgrades itself or via a third party".229 

4.6. The adaptations surrounding the notion of "damage" 

4.6.1 The removal of the threshold for property damage contained in the 1985 PLD 

The 1985 PLD states that an individual cannot initiate a claim for the recovery of property loss if the value is 

inferior to €500.230 This threshold may enable manufacturers of products that are predisposed to engender only 

minor property damage to circumvent their liability. The 1985 PLD's failure to sanction such manufacturers' 

misconduct twists their incentive to exercise due care in adopting measures that improve product safety.231 

Moreover, consumer organisations have confirmed that this threshold hinders consumers' ability to obtain 

effective remedies for their losses.232 Given the prevalence of deductibles in insurance contracts, it is highly 

probable that a consumer who experiences property loss valued at less than €500 will receive no compensation 

under the product-liability regime: an outcome that is inconsistent with the principle of effective compensation.233 

In light of the aforementioned considerations, the rPLD eliminates the €500 threshold with a view to establishing 

appropriate incentives for economic operators to avoid defects, even if such defects result in minor property-

related damages.234 Eventually, the limitation of eligible damage to privately used property should be 

relinquished because it reflects an anachronistic and formalistic comprehension of products liability law as a 

component of consumer protection law exclusively. Commercially used property must be incorporated 

concomitantly, particularly from an incentives perspective.235 
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4.6.2 The extension of eligible damages to the loss and corruption of data 

At the time of the drafting of the 1985 PLD, the concept of property damage was understood as the destruction 

of a physical object or the diminution of its value. The advent of digital technologies has introduced a paradigm 

shift in the conceptualisation of property. The emergence of digital assets as highly prized commodities has 

given rise to questions regarding their treatment as a form of property and the means of safeguarding them.236 

The concept of property and its scope are defined in domestic law. In civil-law countries, a numerus clausus 

principle is typically adopted, whereby the scope of property is defined exhaustively by law.237 This principle is 

invoked to prevent individuals from defining the scope as they see fit. Although damage to property is 

recognised in the PLD, its scope can vary from one Member State to another. The absence of a universally 

accepted definition of data as property in the digital age is primarily attributable to the intractable complexity of 

addressing fundamental questions, such as determining data ownership. This underscores the challenge in 

relying on property rules to adequately safeguard data, emphasising the critical role that liability rules play in 

this domain.238 By acknowledging data as a protected interest under the rPLD, individuals are empowered to 

seek redress for any loss of data through the judicial process. However, the challenge lies in identifying the 

appropriate liability regime to apply in such circumstances.239 The rPLD recognises material losses from the 

loss or corruption of data not used exclusively for professional purposes as damage.240 Nevertheless, Member 

States will maintain the power to determine whether and to what extent data can be recognised as property. 

Moreover, damage resulting from the loss of commercially used data will not be eligible for compensation under 

the new framework, which is indicative of the prioritisation of the product-liability regime as a consumer-

protection legislation.241 

It is worth mentioning that both the rPLD and the GDPR address, albeit to different extents, the issue of damage 

relating to data. Yet it should be borne in mind that their applicable contexts could significantly differ. Firstly, 

while the GDPR only covers personal data, the rPLD follows the definition of data set out in the Digital 

Governance Act and therefore encompasses all types of data, whether personal or non-personal.242 Secondly, 

the rPLD protects the proprietary value of data resulting from loss or destruction, whereas the GDPR deals with 

damages resulting from the loss of control over personal data (that does not automatically diminish the 

economic value of such data).243 Thirdly, the GDPR tackles violation of data protection rules while the rPLD 

only allows claimants to recover the material damage resulting from a loss of data caused by a defective 

product.244 In the event of a defective hard drive resulting in a loss of personal digital learning materials, the 

associated damage is capable of being linked to an objective market price, enabling the individual to quantify 

the losses sustained. In an additional case, should the defect in a hard drive lead to the loss of digital pictures 

of significant emotional significance, the question of whether the individual is able to claim compensation for 
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non-material losses (for example emotional distress) can be determined by reference to the provisions 

stipulated within the relevant domestic legal framework.245 A final example is the loss of chance. In scenarios 

where a digital professional certificate is irretrievably lost due to a defective document management system, 

unabling the holder to complete a job application form on time, domestic rules will determine whether the holder 

can rely on the product-liability regime to obtain compensation.246 

4.7. The evolution of the notion of "Defectiveness" 

The fundamental requirement that triggers liability under the rPLD – which mirrors the current PLD – is the 

defectiveness of the product.247 From an economic and technical standpoint, defectiveness is the pivotal 

element as operators in the economic sphere, such as manufacturers and developers, are best placed to 

prevent defects.248 They are typically responsible for the management of development and production risks and 

are inclined to incur the least costs for mitigating them, and should therefore be incentivised to do so.249 If the 

liability framework is correctly configured, it may be theoretically possible to minimise the sum of precaution 

and accident costs. Nevertheless, the new provision on defectiveness only alludes to these economic and 

technical considerations, rather than directly mirroring them. Instead, it echoes Article 6 of the former PLD by 

recurring on the consumer expectation standard which may be ambiguous at best and, in the worst-case 

scenario, devoid of any content.250  

It has been demonstrated in previous research that the application of the "legitimate safety test" to assess the 

defectiveness of a product can be particularly challenging in an AI context.251 This is due to the fact that safety 

expectations are likely to be particularly high for AI systems used in high-risk contexts, such as healthcare and 

mobility.252 Concurrently, the implementation of this evaluation may encounter significant challenges due to the 

complexity, novelty, and inherent opacity of AI systems.253 Additionally, the fact that such systems and products 

can be interconnected further complicates the identification of defects. The incorporation of self-learning 

capabilities within AI systems gives rise to concerns regarding the occurrence of unforeseen deviations in 

decision-making processes and the categorisation of such deviations as defects.254 The rPLD does not 

introduce substantial alterations to the legitimate safety test but encompasses new, AI-specific scenarios that 

must be considered during its implementation.255 

To assess the defectiveness of a product, both the 1985 PLD and the rPLD rely on a consumer expectations 

test according to which: "The defectiveness of a product should be determined by reference not to its fitness 
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for use but to the lack of the safety that the public at large is entitled to expect".256 Consequently, safety is the 

sole criterion used to ascertain whether a product meets consumers' expectations. The question of whether a 

product is fit for its intended purposes is resolved by national rules on the sale of goods.257 Furthermore, the 

expectation of safety is based on an objective standard – the "average consumer"258 – rather than the 

preferences of specific consumers. In order to accurately identify the expectations of the public at large, the 

courts must take into consideration a variety of factors, including the product’s intended purpose, its objective 

characteristics and its properties.259 If the product is intended to be available to specific groups of individuals, 

the specific requirements of those individuals should also be taken into account.260 For instance, certain 

products – such as life-sustaining medical devices – pose particularly high risks of harm to individuals and 

therefore generate correspondingly heightened safety expectations. Therefore, courts should be permitted to 

consider a product defective without the need to establish its actual defectiveness, provided it forms part of the 

same production series as a product that has already been proven to be defective.261 

In accordance with the consumer expectations test, a product should not be categorised as defective solely on 

the basis of: the existence of a more advanced product or its subsequent release into the market262, and the 

supply of updates or upgrades.263 In this regard, the rPLD acknowledges the manufacturer's expertise, as 

reflected in the knowledge they possess at the time of product release. While multiple manufacturers may 

engage concurrently in the development of a given product, legislative provisions should recognise that they 

may have different expertise, working methodologies, and techniques, which may collectively achieve 

analogous objectives. Hence, provided that products meet industrial standards and are free of defects upon 

their release, they should not be categorised as defective merely due to the existence of superior versions or 

the subsequent design of such versions following the product release.264 

The 1985 PLD enumerates three criteria that should be taken into consideration in order to ascertain whether 

a product is defective or not: its presentation, its reasonable expected use, and the time when it was put into 

circulation.265 To address the challenges posed by dynamic products, software and AI, new circumstances have 

been added in the rPLD, including266: "The effect on the product of other products that can reasonably be 

expected to be used together with the product"267; "Product safety requirements, including safety-relevant 

cybersecurity requirements"268; "The effect on the product of any ability to continue to learn after deployment"269; 
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"Any intervention by a regulatory authority or by an economic operator"270 or "The specific expectations of the 

end-users for whom the product is intended".271 

The expansion of the list of circumstances that must be considered is of particular salient importance in the 

context of AI, as it has the potential to enhance legal certainty and clarity. This development may facilitate the 

process of substantiating the defectiveness of an AI product, as it encompasses circumstances that are tailored 

to the evolving nature of software and AI.272 However, the circumstances relating to the "effect on the product 

of any ability to continue to learn after deployment"273 raises interpretation questions. One may wonder whether 

this means that such a feature may render the product more likely to be assessed as defective. Although this 

would be beneficial for the injured person, it would place the manufacturer at greater risk of liability. However, 

the opposite may also be true. It could be contended that the public should anticipate self-learning software to 

engender unanticipated outcomes, which may lead to harm.274 In such a scenario, Article 7.2(c) would be 

interpreted as a reduction in the public's expectations of safety with regard to self-learning software. 

Furthermore, when enumerating the factors that facilitate the evaluation of a product's defectiveness, Article 

7.2(h) alludes to the specific expectations of end users for whom the product is designed. While it remains to 

be ascertained how this will ultimately interact with the general public's legitimate expectation test, the flexibility 

of the legitimate safety test often operated to the advantage of claimants275, as courts already imposed liability 

on defendants even when it had not been conclusively proven that the product was defective.276 The legitimate 

safety expectations test is thus rather considered victim-friendly, as it allows courts to require a high standard 

of safety, thereby increasing the chances that injured parties will obtain compensation for their losses.277  

Despite the expanded list of factors courts must consider, the legitimate safety expectations test remains 

inherently vague.278 When evaluating the defectiveness of an AI system, some consider that it may be useful 

to supplement this test with a risk-utility analysis, as applied in US product liability law.279 Under this approach, 

an AI system could be deemed defective if the benefits of enhancing its safety clearly outweigh the associated 

costs.280 This test, commonly employed in tort law to assess negligence, centers on whether the manufacturer 

should have invested more to prevent the harm in question.281 One key advantage of the risk-utility test over 

the consumer expectations test lies in its analytical precision, as it provides judges with a structured framework 

to evaluate defectiveness by weighing the costs and benefits of improved safety measures.282 On the contrary, 

others argue that the risk-utility test is incompatible with EU product liability law, which is premised on strict 
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liability283, as manufacturers may be held liable for placing a defective product on the market, irrespective of 

fault.284 However, particularly in cases involving design or warning defects, EU product liability in practice 

resembles a fault-based system, where claimants must often demonstrate that the manufacturer acted 

negligently.285 For instance, in the context of design defects, plaintiffs must show that the harm could have been 

avoided had the manufacturer opted for a safer, alternative design.286 This alternative design test is particularly 

salient in the context of AI, where design defects are frequently cited as a primary source of harm, as flaws in 

autonomous AI systems often stem from suboptimal design decisions, such as biased training data or flawed 

algorithms.287 Nevertheless, claimants may face an increased evidentiary burden, as they would have to prove 

that the developer was negligent in designing the AI system that caused the damage.288 

4.7.1 AI systems’ potential to keep learning after deployment 

One of the obstacles related to the identification of defects in AI systems is the potential ability to learn after 

their release on the market. Defects arising after this designated time frame are typically excluded from liability 

(see the "later-defect defence", below). The rPLD now takes into account any potential ability to learn after 

deployment.289, which represents a significant advancement.290 To illustrate this point, consider a scenario in 

which a machine learning steering component of an autonomous vehicle assimilates aggressive driving styles 

from other human drivers, post-deployment. In such a case, it becomes imperative for the economic operators 

to ensure that the adaptive driving feature does not result in aggressive driving beyond a certain risk tolerance 

threshold, at which point the defect would materialise.291 Similarly, if a chatbot or a language translation tool 

learns from suggestions by users, the economic operators must implement mechanisms for curation or manual 

supervision to ensure that the system does not deteriorate due to erroneous suggestions or discriminatory 

interactions with users, as evidenced by the Microsoft Tay bot incident.292 However, all AI systems do not engage 

in continual learning following deployment since the learning process is frequently halted after the model has 

been trained by the developers.293 Consequently, the rPLD accurately identifies the economic operators as the 

least-cost avoiders for emergent damage.294  

4.7.2 Defects in AI systems 

The rPLD does not address a crucial element concerning the defectiveness of AI systems. While AI systems 

are capable of avoiding mistakes humans might make, they are also prone to errors that would not have been 

committed by humans, as exemplified by the Tesla crash.295 In this incident, the autopilot system misinterpreted 
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a large truck crossing as a distant bridge, leading to the vehicle's collision with the truck and resulting in the 

death of the Tesla passenger. It is evident that a human driver, under typical conditions, would not have 

misidentified the truck as a bridge. This raises the question of whether this bug can be classified as a defect 

under product liability law. Under EU product liability law, three different kinds of defect may be identified296: 

manufacturing, design and instruction (warning) defects.297 In a manufacturing defect case, the concrete 

product in question deviates from the design blueprint in a negative way.298 An instruction or warning defect is 

characterised by the presence of errors in the instructions for installation, use, or maintenance, or by the 

omission of essential information.299 Nevertheless, both kinds of defect do not present any major challenges in 

the context of artificial intelligence-based products.300 

While it is conceivable that a particular instance of an AI model within a specific device may exhibit a unique 

manufacturing defect – due to an interrupted download resulting in an incomplete installation – or a unique 

instruction defect – because the instructions for use contain an inaccuracy – it is more probable that cases will 

relate to errors that are prevalent in all analogous models implemented on comparable devices, as design 

defects are considered as one of the most prevalent forms of defects in AI systems.301 For instance, if an image 

recognition model fails to recognise certain structures, a scoring system does not function properly for specific 

levels of income, this is an error that applies to all versions of the model in the same way. The core issue, 

therefore, lies in the identification and analysis of such design errors within the context of AI.302 In the field of 

legal literature, two perspectives of design defects in AI systems have been identified: an anthropomorphic and 

a system-oriented approach.303 

4.7.2.1 The anthropomorphic approach304 

In the former, the requirement is for a judge to identify a defect if an average human being would not have 

committed and if consumers would have expected a human not to make the given error.305 This approach has 

the advantage of incentivising operators to proactively identify and rectify "truck-as-a-bridge" missteps and 

similar edge cases. It is conceivable that an AI system such as the autopilot could circumvent all potential errors, 

including those committed by humans, yet still encounter confusion regarding trucks and bridges under certain 

rare and unpredictable conditions (e.g. due to the sunset). While costly, the elimination of this error is not an 

insurmountable task. Overall, the accident reduction capability of AI systems, despite the potential for errors, is 

evident as they are able to reduce accidents by up to 90% in comparison with human drivers.306 However, in 

those scenarios, the "anthropomorphic standard" would identify a defect like in the Tesla case, which could 

potentially lead to over-deterrence. Additionally, the determination of whether an error committed by the AI 

system would have been made by a human operator is not only challenging to achieve in practice, but also 
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arbitrary. From a technical standpoint, and from the perspective of the injured individual, the distinction between 

an error attributable to a human replacement or the AI system is of negligible relevance.307 

4.7.2.2 The AI-specific approach308 

On the contrary, the system-oriented (or AI-specific) approach would move beyond the specifics of individual 

cases and instead evaluate the risk level of the entire AI system when it is deployed across all applicable 

devices. Consequently, a defect would only be identified in the event of a systemic malfunction.309 From a 

technical standpoint, a model is typically trained centrally and then deployed in various devices or scenarios. 

The model may be adjusted during or following deployment, a scenario addressed by Article 8.2 rPLD.310 

However, the design is typically determined at the modelling stage, not at the stage of the individually deployed 

model. This underscores the importance of directing incentives towards that stage. From an AI-specific 

perspective, technical standards must be considered, along with situations where these are not yet in place.311 

Defectiveness should generally be defined by comparison with technical standards governing specific industry 

branches.312 The main advantage of this approach would be the alignment of the PLD liability regime with the 

AI Act, thereby ensuring a certain degree of cohesion and legal certainty as the AI Act explicitly encourages the 

establishment of technical standards.313 In the event that such standards are in place, it is essential that they 

comprehensively delineate defectiveness within their respective scopes and, alternatively, delineate safe 

harbours for developers. This approach would foster innovation while concurrently providing potential claimants 

with clear guidelines concerning the identification of defects, assuming they have access to the requisite data. 

However, alternative reference points are also necessary as these standards are not always available yet.314 In 

the context of autonomous driving, the error rate of the entire AI system could be compared to that of the 

average human driver, based on accidents per kilometre, for example. It could be contended that an error rate 

of the system under scrutiny that is lower than the average human error rate should be considered as excluding 

a defect, given that the reduction of accidents is a key aim of traffic regulation. Nonetheless, equating 

defectiveness with "infrahuman" performance has the effect of eliminating all incentives from product liability 

law to improve the system beyond the breakeven point with human performance. 315 

On the other hand, it is conceivable that even AI models that perform below average in comparison to human 

performance could be considered socially advantageous and not defective. These models may facilitate 

solutions, such as medical treatment, in scenarios where they would not be accessible otherwise. Thus, even 

imperfect solutions could be deemed preferable to the status quo. Therefore, an AI-specific approach should 

not be confined to a comparison with human performance. It is imperative to adopt a systemic perspective – 
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given the continuous development and deployment of AI models – where any standard of defectiveness for AI 

products must be guided by two overarching objectives: Firstly, it must enable the deployment of AI models with 

infrahuman performance, provided they demonstrably enhance the status quo, and, secondly, it must 

incentivise continual improvement of the system, even in the domain of suprahuman performance.316 

4.7.2.3 Infrahuman performance 

If an AI system does not, on average, demonstrate a level of performance equivalent to that of humans in a 

given task, this should serve as a trigger for a rebuttable presumption of defectiveness. In order to refute this 

presumption, economic operators would be required to undertake two comparisons: the first with the status quo 

in the absence of the AI model, and the second with reasonable alternative AI model designs, taking the list and 

Article 7 rPLD into account.317 

Firstly, in order to avoid a defect, a model must demonstrate that it improves upon the status quo without the 

model in question in terms of safety. For models with infrahuman performance, this implies that they cannot, by 

definition, substitute for human decision-makers. They may enhance the risk profile for affected individuals if 

they are incorporated into a smart decision-making framework under which the model makes a recommendation 

that is reviewed by humans. Operators must demonstrate, for instance through Randomized Controlled Trials, 

that this configuration enhances safety for affected individuals in comparison to a wholly human decision-

making process. Another element in which an enhancement can be substantiated is the augmented scope of 

decisions.318 For instance, cancer detection models have the potential to extend medical diagnostics to 

individuals who would not receive treatment otherwise.319 In this scenario, operators must demonstrate that 

patients benefit, on average, from AI-assisted diagnostics. The expansion of medical care to previously 

underserved areas is a compelling argument in favour of this conclusion, even if some are still opposed to it.320 

Secondly, in accordance with the prevailing principles of product liability, the existence of a defect is established 

if a reasonable alternative design exists, yet not adopted by the relevant operators. In essence, this entails the 

necessity of demonstrating, through a rigorous risk-utility assessment, that eliminating the error would be 

economically inefficient; which means the cost of implementing an alternative design with equivalent 

performance that avoids the error would exceed the expected cost of compensating for the resulting 

damages.321 The scope of this test has expanded beyond the confines of the United States.322 A seminal ruling 

by the German Federal Private Law Court in the Airbag case underscores the significance of this risk-utility 

analysis within the EU's framework for assessing design defects.323 This implies, for instance, that healthcare 

providers cannot uncritically deploy substandard AI systems as a substitute for investment in human personnel 

when the hiring of additional staff – realistically available – would yield greater improvements in patient 

outcomes than the proposed AI solution. In other words, systemic underfunding of the healthcare sector cannot 

shield the use of mediocre AI systems from liability.324 
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Thirdly, if errors cannot be efficiently avoided, operators must effectively warn consumers of them.325 

4.7.2.4 Suprahuman performance  

Suprahuman performance should not be viewed as a carte blanche for economic operators to claim non-

defectiveness. Instead, incentives for innovation and enhancement must be established within this domain. 

However, this does not imply that only the industry leader is considered free of defects and that any competitors 

with substandard performance are deemed defective. Such an interpretation would engender a pernicious 

winner-takes-all logic, which has demonstrated its deleterious effects on competition in markets governed by 

network effects.326 Furthermore, as previously explained, Article 7.3 rPLD also precludes such an interpretation 

by establishing that the introduction of a superior product in the market cannot be the exclusive grounds for 

determining a defect. Therefore, in order to incentivise continued innovation and performance in the 

suprahuman sector, economic operators should be enabled to circumvent the identification of design defects 

under three conditions327: Firstly, a risk-utility analysis must demonstrate the absence of a reasonable 

alternative design. Secondly, the entire product must demonstrate positive social utility.328 This criterion is 

generally not met, for example, by malicious AI developed for the purpose of deceiving and manipulating 

users.329 Thirdly, operators must warn of errors which cannot be addressed by a reasonable alternative 

design.330 These aforementioned criteria could balance the burden on economic operators, providing incentives 

to enhance suprahuman performance and to effectively protect affected individuals through the implementation 

of alternative designs or, as a less effective measure, through warnings.331 

In essence, it is recommended that the defectiveness of products be linked to technical standards, as it is 

encouraged by the AI Act, which endows these standards with binding effect. In instances where such standards 

do not exist, however, alternative solutions must be found.332 It is proposed that infrahuman AI performance 

should trigger a presumption of defectiveness, which may be rebutted by demonstrating an improvement upon 

the status quo without the model. In the domain of suprahuman AI performance, manufacturers must continue 

to implement reasonable alternative designs to avoid design defects, and establish incentives to further 

enhance AI systems.333 

4.7.3 Defences provided by the rPLD 

If claimants successfully prove the damage, the defect, and the causal link between them, economic operators 

will be held liable. However, EU product liability law does not leave economic operators without defenses.334 

As with the prevailing PLD, the rPLD establishes a list of already existing defences that enable economic 

operators to exonerate themselves from liability335: The "regulatory compliance"336 (stating that compliance with 
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mandatory regulations issued by public authorities can exempt manufacturers from liability337), the "state-of-

the-art"338 and the "later-defect"339 defences. 

4.7.3.1 The later-defect defence  

A fundamental principle of product liability law is that manufacturers are only held accountable for defects 

deriving from their sphere of influence.340 This principle is exemplified by the so-called later-defect defence 

enshrined in Article 7(b) of the 1985 PLD, which grants manufacturers immunity from liability if: "It is probable 

that the defect which caused the damage did not exist at the time when the product was put into circulation by 

him or that this defect came into being afterwards".341 This defence has been the subject of extensive debates, 

with some scholars arguing that it is incompatible with the fact that AI systems keep evolving after their 

deployment.342 However, from a technical standpoint, it must be reiterated that machine learning models do not 

generally perpetuate the learning process post-deployment, except when they are explicitly programmed to do 

so, such as in the case of online learning models.343 Consequently, even within the current framework, a defect 

that manifests initially only after the system has been deployed can be traced back to the initial decision of the 

manufacturer, prior to deployment, to enable continued adaptation. Therefore, the later-defect defence should 

not apply to those scenarios, even within the current framework. The rPLD explicitly makes this finding: it 

reiterates the later-defect defence in Article 11(1)(c) but also provides for exemptions from this defence in Article 

11(2). Economic operators continue to be liable if the product is within the manufacturer's control344 and the 

defect concerns: "a related service, the software including updates or upgrades, the lack of such updates or 

upgrades necessary to maintain safety, or a substantial modification345 of the product".346 From economic and 

technical perspectives, the retention of residual control over the product and its associated risks is compelling. 

Moreover, as previously mentioned, this is corroborated by Article 7.2(c) rPLD, which adds a continued learning 

ability to the list of factors to take into account when assessing the defectiveness of a product, and by Recital 

50 rPLD which states that: "(…) manufacturers should remain liable for defectiveness that comes into being 

after the moment of making a product available on the market as a result of software or related services within 

their control, be it in the form of updates or upgrades or machine-learning algorithms. Such software or related 

services should be considered to be within the manufacturer’s control where they are supplied by that 

manufacturer or where that manufacturer authorises them or otherwise consents to their supply by a third 

party".347 It thus appears that if an AI system continues to learn from user data after being placed on the market, 

the manufacturer will remain liable for any damage resulting from its self-learning capabilities.348 

Under the later-defect defence, only critical updates – like safety maintenance – are required to exonerate an 
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economic operator from liability. Notably, the rPLD seemed to establish a non-contractual duty (a "de facto" 

obligation349) to provide safety updates350 but, surprisingly, Recital 51 of the rPLD affirms that it does not impose 

any obligation on manufacturers to update or upgrade a product.351 However, even if the Directive does not 

expressly mandate such actions, manufacturers seeking to mitigate potential liability risks will, in practice, be 

compelled to provide safety-related software updates and upgrades.352  

In addition, the rPLD also aligns the period during which the defect was non-discoverable with the extended 

control obligation of manufacturers, which is now enshrined in Article 7.1(e). If the manufacturer retains control 

of a product after it has been placed on the market or put into service and the defect becomes apparent during 

this time, the manufacturer is still liable.353 On the contrary, in cases where the product is not under the control 

of the manufacturer, the claimants would have to rely or Article 8.2 rPLD, which allows them to hold third parties 

liable if they substantially modified the product and made the product available on the market or put into service. 

It may be the case that the manufacturer's control may be limited and non-exclusive, particularly in instances 

where the operation of the product necessitates data provided by third parties or collected from the environment 

and is contingent on self-learning processes and personalising settings selected by the users.354 

4.7.3.2 The state-of-the-art defence 

Another significant, yet highly debated355, defence is embedded in Article 7(e) of the 1985 PLD. The 

manufacturer is exonerated from liability if: "The state of scientific and technical knowledge at the time when he 

put the product into circulation was not such as to enable the existence of the defect to be discovered".356 The 

CJEU clarified the debate in 1997 by stating that the state of knowledge refers to an objective assessment, 

independent of the subjective knowledge or capacities of the individual.357 The state-of-the-art defence is upheld 

by Article 11.1 rPLD but it is not absolute. Indeed, Article 18 of the rPLD moderates the scope of this defence 

by permitting Member States to introduce or amend national provisions that hold economic operators liable 

even where the defect could not have been discovered given the available scientific and technical knowledge 

at the relevant time. To exercise this option, Member States will have to notify the Commission of such 

measures no later than 9 December 2026 and ensure that the retained measures are: "limited to specific 

categories of products, justified by public interest objectives, and proportionate."358 

The objective of this defence is to shield manufacturers of advanced technology products from liability to 

encouraging innovation.359 Conversely, it exempts manufacturers from assuming risks stemming from their 

production sphere, instead transferring losses to users.360 Yet scholars have highlighted the difficulties 
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associated with the state-of-the-art defence in cases concerning AI systems. Given that injured parties typically 

possess limited understanding of the technical functioning of AI, they might find it challenging to effectively 

contest the validity of such a defence, even where it lacks substantive merit.361 Consequently, claimants may 

often have to engage specialised expertise, which can incur significant costs. As the financial burden of litigation 

increases, individuals harmed by defective AI systems may become less prone to pursue legal action against 

the responsible economic operator.362 To address this concern, a compromise could be pursued with regard to 

design defects that balances the interests of promoting innovation with the rights of injured parties to 

compensation.363 In the context of tort law theory, the concept of compensation by the state or a dedicated fund 

is recognised as a third option beyond the dichotomy between the compensation of injured parties and 

producers' liability.364 This solution could be a convincing compromise for development defects.365 A fund 

dedicated to the victims of technological risks could compensate injured parties if they can prove that they would 

have been able to argue a case against economic operators without the state-of-the-art defence. This would 

ensure that effective compensation is provided for any harms that do not originate from the sphere of end 

users.366 Moreover, contributory negligence – a defence that can be used by the manufacturer: "If the victim’s 

care level was less than due care for him, the victim is said to be contributorily negligent and must bear his 

losses"367 – would need to be taken into account in order to ensure that end users are motived to act with due 

diligence and do not start an excessive amount of unjustified litigations.368  

4.7.4 Liable parties  

Following the delineation of pivotal concepts, including "product", "damage" and "defectiveness", this section 

deals with the identification of the parties subject to product liability. The definition of liable parties serves two 

functions: it sets behavioural incentives for the ones concerned and it ensures that victims can effectively claim 

for damages.369 The 1985 PLD stipulated that all Member States had to ensure that the producer would be held 

liable for any damage caused by a defective product.370 The term "producer", as elucidated in the 1985 PLD, 

encompasses manufacturers of finished products or component parts, producers of raw materials, importers, 

and any individual who present themselves as a producer.371 Furthermore, suppliers are recognised as 

producers if the victim is unable to identify any of the aforementioned parties.372 In accordance with the AI Act, 

a new terminology, "economic operator", appears in the rPLD, replacing the notion of "producer".373 Additional 

actors, such as software and service providers, authorised representatives and fulfilment service providers, are 

explicitly designated as economic operators under the revised PLD. Moreover, online intermediary platforms 
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and repairment service providers may be classified as economic operators and subjected to product liability 

under certain conditions.374  

First, as in the 1985 PLD, liability can be attributed to the manufacturer of a defective product or component for 

the damage caused by that product or component.375 In addition, since the definition of "product" has been 

expanded to include software and digital manufacturing files, the range of manufacturers that may be covered 

by the provisions of the rPLD is also wider as it includes software developers and providers of digital 

manufacturing files that, for example deliver data that has a functional impact on the product. Similarly, as an 

interconnected digital service that has a functional impact on the performance of a product is also defined as a 

"component" of that product376, its provider would be considered a component manufacturer and would be 

subject to product liability if its service causes damage.377  

Second, the rPLD adapts the set of parties that may be liable to the context of cross-border transactions, in 

cases where, for example, a local manufacturer cannot be identified. If the manufacturer is established outside 

the EU, which means that the victim cannot easily bring a claim against him in the national court where he is 

domiciled, the importer of the defective product or component into the territory of the EU would, alternatively, 

be liable.378 In addition, the authorised representative acting on behalf of the foreign manufacturer when carrying 

out certain tasks in the EU would also be subject to product liability in such cases.379 If the claimant cannot 

identify either the importer or the authorised representative, the "fulfilment service provider" – that is "any natural 

or legal person who, in the course of his business, offers at least two of the following services: the storage, 

packaging, addressing and dispatch of a product, without taking the product into his possession, with the 

exception of postal services"380 – would, ultimately, be held liable under the rPLD.381 By doing so, EU 

policymakers seek to ensure that the claimant has a greater chance of identifying an EU-based entity against 

which to claim for the damage caused by the defective product. The rPLD is intended to exempt actors that 

merely provide postal services and to cover only those having a close and continuous relationship with 

manufacturers, importers or authorized representatives.382 For example, if an online platform is responsible for 

the storage and dispatch of third-party products, it would be considered a fulfilment service provider under the 

revised PLD, except if it falls under the hosting exception of the DSA.383 On the other hand, if a party only stores 

third-party products while the packaging and dispatch are carried out by postal companies, it would not be 

considered a fulfilment service provider as it only provides one of the services referred to in Article 4(13).384 

Third, the distributor who places a defective product on the market would be held liable unless he discloses the 

identity of one of the aforementioned actors within one month of receiving a request to do so from the injured 

party.385 Online platforms merely providing intermediary services – such as a mere conduit or as a catching 
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and/or hosting service – that facilitate the conclusion of distance contracts between distributors or 

manufacturers and consumers would not be considered as distributors.386 However, online platforms may incur 

liability under two distinct circumstances. First, liability would arise where online platforms assume the role of a 

manufacturer, importer, authorised representative, fulfilment service provider, or distributor in relation to a 

defective product.387 Second, platforms may also be held liable under conditions analogous to those applicable 

to distributors. This would occur where the platform facilitates the conclusion of distance contracts between 

consumers and traders and presents the product – or otherwise enables the transaction – in a manner that 

would lead the average consumer to believe that the product is being provided either by the platform itself or 

by a trader operating under its authority or control. In such instances, liability would be contingent upon the 

platform’s failure to promptly identify a relevant economic operator established within the Union.388 By doing so, 

the rPLD enhances the protection of EU consumers by adapting to the changing global value chain.389 

Fourth, the rPLD adapts the notion of economic operators to the features of the circular economy by introducing 

liability for actors that "substantially modify"390 an existing product. Following the placement of a product on the 

market, any entity that introduces a substantial modification that is beyond the control of the original 

manufacturer is deemed to be the manufacturer of the modified product and subject to the same strict product 

liability as the original manufacturers.391 Moreover, given that products may be designed to allow modifications 

via software changes, including updates and upgrades, the same principles should govern such software-based 

modifications as those applicable to physical alterations.392 The determination of whether a modification is 

substantial is to be made according to the relevant EU and national laws. However, where no criteria are laid 

down, examples of such modifications include upgrades that alter the product's intended functionality or affect 

its compliance with relevant safety requirements.393 In contrast, an entity that exclusively conducts essential 

repairs to restore or preserve the product's functionality will not be categorised as an economic operator that 

makes substantial modifications.394 Economic operators who undertake substantial modifications will be exempt 

from product liability, provided they can demonstrate that any alleged damage arise from a component not 

affected by their modifications.395 Ultimately, since substantially modified products are essentially new products, 

a new expiry period for the liability of economic operators would start to run after a product has been 

substantially modified and has subsequently been made available on the market or put into service, for example 

as a result of remanufacturing.396 In particular, where substantial modifications arise through a software update, 

upgrade, or due to the continuous learning capabilities of an AI system, the product should be considered to 

have been made available on the market or put into service when the modification is effectively implemented.397 

4.7.5 Simplifying access to justice 

Both the former and revised PLD place the burden of proof on the claimant, who must establish three elements: 
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the defectiveness of the product, the damage suffered, and the causal link between the defect and the harm.398 

This can prove particularly challenging in practice due to the inherent imbalance between the parties involved: 

manufacturers typically possess detailed knowledge of their products, whereas victims may be unaware of the 

product’s existence.399 This asymmetry of information becomes even more pronounced in the context of AI. 

Given the complex and often opaque nature of AI systems, the average individual is unlikely to understand their 

functioning. As a result, claimants will frequently lack the expertise and access to evidence required to 

demonstrate that an AI system is defective.400 

However, the European Court of Justice, as well as courts in several Member States, have consistently sought 

to redress this imbalance between claimants and manufacturers by informally lowering the claimant’s burden 

of proof. For example, judges have at times accepted the occurrence of harm during the normal use of a product 

as sufficient indication of a defect.401 This effectively means that claimants are not always required to provide 

direct evidence of the defect itself; instead, indirect evidence may suffice. In the United States, this concept is 

known as the "malfunction doctrine"402, under which it is enough to show that the AI system malfunctioned 

during normal use and that no plausible alternative causes for the malfunction exist.403 

Two options were considered during the development of the rPLD proposal. One suggested that the claimant 

should remain responsible for demonstrating causation, but that they should be provided complementary 

measures in order to obtain the necessary information. Furthermore, defectiveness and causation could be 

presumed under certain circumstances.404 The second, more drastic, approach would be to reverse the burden 

of proof and to remove the state-of-the-art defence. This would result in the producer being held liable even in 

instances where state-of-the-art knowledge at the time of product placement could not have enabled the 

detection of defectiveness.405 After thorough consideration, the lawmakers behind the proposal for a revised 

PLD selected the first one. 

4.7.5.1 Disclosure of evidence 

From an ex-ante point of view, the New Legislative Framework406 contains a series of requirements designed 

to ensure that only safe products can be placed on the internal market. This legislative framework is 

accompanied by a series of safety regulations, which mandate the affixing of CE markings on products and the 

provision of necessary information to both authorities and consumers.407 However, these ex-ante requirements 
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offer scant guidance on the disclosure of relevant information ex post, that is, in circumstances where claimants 

seek to substantiate the claim that a particular product has caused them harm.408 

The rPLD contains rules on the disclosure of evidence, as outlined in Article 9 and illustrated by Appendix 2. 

Member States must ensure that national courts are empowered, upon receiving a request from an injured 

person, to order defendants to disclose the evidence at their disposal, on condition that the injured person has 

presented: "(…) facts and evidence sufficient to support the plausibility of their claim".409 This mechanism can 

also be used by the defendant as Member States shall also ensure that: "(…) at the request of the defendant 

that has presented facts and evidence sufficient to demonstrate the defendant’s need for evidence for the 

purpose of countering a claim for compensation, the claimant is required, in accordance with national law, to 

disclose relevant evidence that is at the claimant’s disposal".410 

The principle of proportionality is emphasised in this mechanism as every request made by a claimant will not 

result in a disclosure of evidence. Indeed, national courts will have to examine the facts and evidence in order 

to determine the plausibility of the claim for compensation. In instances where the court deems the alleged facts 

are not sufficient to demonstrate the plausibility of the claim before it, it will be entitled to refuse the claimant's 

request for disclosure.411 Moreover, under the rPLD, the obligation to disclose evidence is exclusively limited to 

defendants who are parties to the legal proceedings412, and the disclosure requirement pertains only to 

evidence that is "at the disposal"413 of the defendants. If the evidence is not in the possession of the defendant, 

the claimant cannot request that the court order its disclosure unless the third parties involved can be joined to 

the proceedings.414 Furthermore, the court has the duty to limit disclosure to that which is necessary and 

proportionate.415 National courts must consider the legitimate interests of all parties, particularly the right to 

retain confidential information and trade secrets.416 Specifically, in instances where the information to be 

disclosed is alleged to be a trade secret, Member States are obliged to ensure that national courts are 

empowered to take specific measures to preserve its confidentiality.417 The failure to comply with the disclosure 

requirements set out by a national court will result in a presumption of defectiveness418 and, given the 

incorporation of maximum-harmonisation provisions within the PLD across all Member States, this presumption 

cannot be refutable in light of national laws.419  

A mechanism of disclosure of evidence is a step in the right direction but it would not fully address the vulnerable 

position of the claimants, unless appropriate safeguards were established to support the interpretation and 

analysis of the information disclosed by the defendant420, as this process will often be complicated and costly, 
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especially for weaker parties.421 The fact that data is made available to the claimant does not appear to be 

sufficient per se, as it could simplify the position of the defendant who could give a gigantic amount of data and 

leave the injured party with the task of: "(…) identifying the relevant portion (if it exists) of information and 

providing an interpretation of it".422 Compared to the text of the Proposal, Article 9(6) of the rPLD appears to 

address the concern related to the interpretation of the evidence disclosed by the defendant, as it requires 

Member States to: "(…) ensure that evidence is presented in an easily accessible and easily understandable 

manner, if such presentation is deemed proportionate".423 However, with respect to the scope of information to 

be disclosed, the rPLD only states that the defendant must provide "relevant evidence"424 that is within their 

possession, and that courts must ensure such access is limited to what is necessary and proportionate to avoid 

non-specific searches for information that is not directly relevant to the proceedings and protecting confidential 

information.425 It thus remains to be seen how courts will interpret the notion of "relevant evidence" in practice, 

and specifically, whether defendants may comply by disclosing an overwhelming volume of documents with the 

aim of discouraging claimants.426 

4.7.5.2 The rebuttable presumption of defectiveness and causal link 

Given the considerable challenges that claimants face in substantiating defects and their causal links, the rPLD 

incorporates provisions that seek to alleviate the evident burden of proof. As exemplified by Appendix 3, Article 

10.2 stipulates that a national court is required to presume defectiveness or a causal link when any of the 

following three criteria are met: Firstly, the defendant has failed to disclose evidence as ordered by a national 

court under Article 9.1; secondly, the claimant can establish that the product is non-compliant with the 

mandatory safety requirements427 laid down by EU or national laws; thirdly, the damage was caused by an 

obvious malfunction under ordinary circumstances or during reasonably foreseeable use.428 

Proving non-compliance with mandatory safety requirements and obvious malfunction can be difficult for 

claimants because of the increasingly sophisticated nature of products.429 In instances where a product is 

equipped with AI capabilities, claimants may be required to engage the services of AI specialists to assess its 

output.430 In addition, the precise interpretation of terms such as "obvious malfunction", "reasonably foreseeable 

use", and "ordinary circumstances" will require further clarification. Recital 46 provides some guidance on these 

concepts. It explains that a "reasonably foreseeable use" includes not only the intended use of a product, as 

indicated by the economic operator placing it on the market, but also the ordinary use implied by the product's 

design and construction, as well as any use that can reasonably be anticipated based on lawful and predictable 

human behaviour.431 Moreover, while the definition of an obvious malfunction remains absent within the rPLD, 

Recital 46 employs the example of a glass bottle exploding during routine usage to elucidate the concept of an 

obvious malfunction. However, in the digital age, this notion may be considerably more intricate than this 
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example. In practice, the definition of obvious malfunctions will be determined on a case-by-case basis by 

national courts, which can engender legal uncertainties that parties could not reasonably foresee ex ante.432 

National courts are also instructed under the rPLD to presume the existence of a causal link if two conditions 

are met433: First the defectiveness of the product must be either presumed if any of the three previously 

mentioned conditions outlined in Article 10.2 are fulfilled, or demonstrated through the presentation of evidence 

proving that the product "does not provide the safety which the public at large is entitled to expect"434; second, 

the claimant must also prove that the damage caused by the defective product is: "of a kind typically consistent 

with the defect in question".435 The question of how to establish this "typical consistency"436 remained 

unresolved under the Proposal, prompting some authors to interpret this as a paraphrased representation of 

the prerequisite for prima facie evidence.437 The final version rPLD appears to have taken previous criticisms 

into account, and now provides that: "Where it has been established that a product is defective and the kind of 

damage that occurred is, based primarily on similar cases, typically caused by the defectiveness in question, 

the claimant should not be required to prove the causal link and its existence should be presumed".438 In 

addition, a key point to emphasise is the defendant's right to challenge and refute the presumptions of 

defectiveness and causation.439  

Article 10.4 has the potential to be the most disruptive provision. While Article 10.2 and 10.3 delineates the 

criteria for presuming defectiveness and the existence of a causal link, the claimant may encounter "excessive 

difficulties"440 in meeting the evidentiary burden.441 As depicted in Appendix 4, the rPLD attempts to address 

these potential issues and to ensure access to justice by easing the conditions under which defectiveness and 

the existence of a causal link may be presumed.442 For example, in a scenario where a product operates through 

machine-learning models, the opacity of the algorithm can make it truly challenging to ascertain whether the 

product meets the applicable mandatory requirements or whether it should be considered defective443, even if 

the relevant economic operator provides the requisite evidence as instructed.444 In such circumstances, a court 

would be required to presume the existence of a product defect or the causal link between defect and harm, or 

even both elements, provided that: "the claimant faces excessive difficulties, in particular due to technical or 

scientific complexity, in proving the defectiveness of the product or the causal link between its defectiveness 

and the damage, or both; and the claimant demonstrates that it is likely that the product is defective or that 

there is a causal link between the defectiveness of the product and the damage, or both".445 Therefore, Article 

10.4 of rPLD should be interpreted as a reduction of the standard of proof, whereby the claimant must 
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demonstrate that it is "more likely than not"446 that the damage was caused by the product’s defect.447 

Technical or scientific complexity will be determined by national courts on a case-by-case basis, taking into 

account various factors, including: "the complex nature of the product, (…) such as machine learning; the 

complex nature of the information and data to be analysed by the claimant; and the complex nature of the 

causal link, such as a link between a pharmaceutical or food product and the onset of a health condition or a 

link that, in order to be proven, would require the claimant to explain the inner workings of an AI system".448 

While claimants ought to provide arguments to demonstrate such difficulties, "proof of such difficulties should 

not be required".449 For instance, in claims involving AI systems, the claimant should not be expected to detail 

the specific technical characteristics of the system or to demonstrate how those characteristics complicate the 

establishment of a causal link. Nonetheless, the defendant should retain the right to contest all aspects of the 

claim, including the assertion that excessive difficulties are present.450 

Eventually, while this presumption may help ease the evidentiary burden for claimants, its effectiveness may 

be more limited than anticipated. First, the presumption applies only when the claimant struggles to meet the 

standard of proof due to the technical or scientific complexity of the product. The rPLD's Article 9 attempts to 

address this issue by imposing disclosure obligations on manufacturers. Yet to trigger this obligation, claimants 

must still present a plausible case supported by sufficient factual evidence; an onerous task for individuals 

lacking technical knowledge. Moreover, even with access to relevant data, claimants will likely need expert 

assistance to interpret it correctly.451 Second, Article 10.4 reduces the claimant’s standard of proof rather than 

shifting the burden entirely.452 Instead of proving defectiveness and causality with reasonable certainty – as 

required under traditional tort law – the claimant must only demonstrate that both are probable. Although this 

lower threshold enhances the likelihood of success, it still requires a degree of technical understanding and 

evidentiary support that may be out of reach for many individuals. Consequently, litigation under the rPLD could 

remain prohibitively costly, potentially deterring certain injured parties from seeking redress.453 

4.8. Product liability and innovation 

In order to achieve a balanced approach to the issue of AI liability, it is essential to consider the facilitation of 

compensation for injured persons, in addition to the provision of a framework that is conducive to the fostering 

of innovation and development within the AI sector.454 

4.8.1 The alignment of product liability duties with the AI Act 

One could argue that a breach of the AI Act should serve as a "necessary and sufficient condition for liability".455 

This would significantly reduce compliance, administration and enforcement costs, as all stakeholders would 
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only have to internalise and comply with one set of rules. Any divergence creates legal and compliance costs, 

as well as administrative friction, which can quickly become restraining, especially for start-ups and SMEs. As 

a consequence, this would further concentrate the digital economy in the hands of companies with significant 

market power and wealthy enough to pay for legal advice, compliance tools and related insurance, which, from 

the standpoint of competition, does not seem acceptable.456 

A complete alignment of product liability with the AI Act would also imply that compliance with the latter would 

provide companies with complete protection against civil liability. Yet this is only defensible if the AI Act 

comprehensively and suitably addresses all AI related risks with respect to individual harm eligible for 

compensation under the civil liability framework, which cannot be ascertained today. Indeed, the AI Act already 

overlooks some critical issues such as sustainability and technology continues to advance at a pace that 

outstrips legal development, giving rise to new risks and potential harms that cannot be swiftly addressed by 

law. Therefore, non-compliance with the AI Act may serve as a sufficient, though not necessary, condition for 

establishing defectiveness and a breach of the duty of care under the rPLD and AILD Proposals, respectively.457 

4.8.2 Legal certainty 

In light of the present circumstances, wherein a complete alignment with the AI Act is not deemed desirable at 

this point, it becomes imperative to nurture innovation by ensuring legal certainty. For AI developers, the 

presence of legal uncertainty can exert a discouraging influence and, conversely, legal certainty is conducive 

to ensuring and maintaining compliance. This enables them to determine whether to fulfil certain criteria 

themselves or to outsource compliance to specialised companies, many of which are currently emerging within 

the AI ecosystem. This dynamic has the potential to liberate resources, enabling the pursuit of both technical 

and economic growth. Besides, it mitigates the risk of over-deterrent fears of liability, which may be present 

among software engineers and computer scientists who are not trained in law.458 

In order to achieve legal certainty, it is essential to make full and efficient use of the harmonised standards and 

specifications set out in Articles 40 and 41 of the AI Act, which should be used to define: "(…) safe harbours for 

developers using, to the best extent possible, state-of-the-art measures and metrics with quantitative 

thresholds".459 For instance, the ambiguous references to training data as being "relevant, representative, and 

to the best extent possible, free of errors and complete"460 and possessing "appropriate statistical properties"461, 

to "sufficiently transparent"462 systems, or to an "appropriate level of accuracy, robustness, and cybersecurity"463 

should be translated into use-case-specific quantitative measures. 464  

The establishment of safe harbours would provide legal certainty for both AI developers and users. Those opting 

to deploy AI that does not fall within the defined safe harbours would do so at their own risk. Alternatively, 

quantitative thresholds could be set to establish a presumption of non-compliance, thereby delineating areas of 

non-compliance (red zones), compliance (green zones), and uncertain compliance (grey zones).465 In this 
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context, developers would be strongly advised to adjust their models and strategies accordingly. This approach 

gains additional importance in light of the final version of the AI Act, which now explicitly references fundamental 

rights, not only within the recitals but also in the articles and obligations.466 While fundamental rights serve as 

the cornerstone of the rule of law within the European Union, their inherent conceptual vagueness makes them 

ill-suited for direct integration into secondary AI regulations. Specifically, the implementation of rules grounded 

in fundamental rights is problematic due to the lack of clarity in applying them to specific scenarios. In this 

regard, the creation of safe harbours becomes particularly critical.467 

4.9. Liability along the value chain 

Currently, redress in cases of joint liability remains largely governed by national law. Yet the rPLD acknowledges 

joint liability for multiple economic operators468 but introduces exemptions to support innovation by micro and 

small enterprises.469 While intended to shield smaller players from disproportionate liability exposure, the 

practical effectiveness of this mechanism is questionable – particularly given the uncertainty over whether 

manufacturers with large market power would agree to assume this liability in practice.470  

The following tension lies at the core of the liability dilemma: effective compensation necessitates that the final 

actor in the chain – typically the deployer – be held liable where national liability conditions are met, as they are 

often the most accessible point of contact for injured parties. However, it is equally important that upstream 

actors also bear responsibility under certain conditions. This dual-track approach is crucial not only due to 

potential insolvency of the downstream entity but also because fault may reside upstream. Traditionally, 

downstream entities have been permitted to seek recourse from upstream actors who contributed to the 

damage or delivered defective components.471 Yet the concentration of market power upstream – particularly 

among developers of foundational or general-purpose AI models – raises concerns because some dominant 

actors could exploit their position to impose contractual waivers that prevent downstream counterparts from 

seeking recourse, undermining fairness and accountability in the value chain.472 Recognising these risks, the 

European Parliament, explicitly called on the Commission to consider legal provisions banning contractual 

clauses that negate recourse rights, particularly in B2B and Business-to-Administration (B2A) contexts. This 

call has gained urgency with the proliferation of GPAIs, which often undergo further modification and fine-tuning 

by multiple parties downstream. Additionally, cross-border AI liability claims are complicated by the interplay of 

national tort laws and international private law. To address these challenges and enhance redress mechanisms, 

several, potentially complementary, policy options can be put forward.  

One possible approach is to strengthen the position of SMEs through a mechanism similar to the one found in 

Article 12.2 of the rPLD. This provision allows SMEs to shift liability for defective software components to the 

manufacturers who integrate these components into broader systems, thereby ensuring that liability towards 

the injured party is maintained while safeguarding the innovative potential of smaller actors. However, the rPLD 
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currently leaves this mechanism to the discretion of contractual agreement, which significantly weakens its 

effectiveness.473 To prevent this voluntary nature from becoming a loophole in settings characterised by unequal 

bargaining power, such protections should be binding and non-derogable by contract.474  

A second, complementary option would be to establish a rebuttable presumption of equal liability shares among 

all actors in the AI value chain who have contributed to the harm.475 Under this model, each participant – whether 

upstream developers, component integrators, or downstream deployers – would, by default, be presumed to 

bear an equal share of responsibility. If any party believes that its contribution to the harm was significantly 

greater or lesser than that of others, the burden of proving such disproportionality would rest with that party. 

This approach could substantially reduce the complexity and cost of litigation by providing a clear, predictable 

starting point, while preserving the possibility of more nuanced adjudication where warranted by the facts of the 

case. To avoid circumvention through contractual clauses, the presumption and its accompanying allocation 

mechanism should also be made binding and immune to modification through private agreements.476  

A third policy response would be to protect downstream actors against abusive contractual practices that strip 

them of the ability to seek recourse from upstream parties. In markets where a few dominant players control 

the development of GPAIs, there is a significant risk that these actors may impose liability waivers or severely 

limit the ability of downstream entities to pursue redress.477 To counteract this, any contractual clause that 

waives or substantially restricts a downstream actor’s right to seek recourse could be prohibited. Such clauses 

would be deemed null and void, and the relevant provisions must be binding to ensure their effectiveness in 

practice. This approach would not only ensure fair distribution of liability along the AI supply chain but also align 

with broader developments in EU digital law. For example, Article 13.5(a) of the Data Act already includes a 

similar prohibition, aimed at protecting parties from inappropriate liability limitations in contractual relationships. 

Likewise, Article 41 of the Data Act empowers the European Commission to develop standard contractual 

clauses, a model that could be replicated to support fair allocation of liability in the AI domain.478  
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5. The AILD Proposal  

5.1. The context behind the AILD proposal  

As previously outlined, the European Commission introduced two key legislative initiatives to modernize and 

harmonize liability rules in light of the challenges posed by AI. While the rPLD seeks to update the product 

liability regime for defective products, the AILD was designed to address the fault-based liability gap, that is, 

cases where harm caused by AI systems falls outside the scope of product liability. Overall, this analysis seeks 

to place the AILD within the wider context of the EU’s efforts to establish a coherent and future-proof liability 

framework capable of addressing the unique risks and legal uncertainties associated with increasingly 

autonomous and opaque AI systems. 

Prior to the advent of AI, efforts to harmonise the law of non-contractual liability at the EU level had limited 

success. Despite the development of influential soft law instruments by academic groups – such as 

the Principles of European Tort Law479 and the Draft Common Frame of Reference480 – Member States have 

never reached a consensus on the harmonisation of damages liability.481 As a result, the prospect of 

establishing a harmonised liability regime specifically for harm caused by AI technologies is arguably even more 

complex. To date, harmonisation has occurred only in a limited number of areas through sector-specific EU 

legislation, most notably the GDPR and the PLD.482 One of the key barriers to harmonisation lies in the 

substantial divergence among Member States regarding the interpretation of fundamental legal concepts – such 

as damage, fault, and causation – as well as procedural aspects like the burden of proof. This divergence not 

only complicates efforts to develop uniform liability rules but also raises questions about the necessity and 

practicality of full harmonisation.483 

In light of these challenges, the European Commission adopted a staged approach to harmonising AI-related 

liability. While the AILD represented a preliminary step toward a harmonised framework for AI-related liability, 

it did not seek to establish substantive liability rules at this stage. The proposal refrained from introducing a 

unified basis for claims by injured parties and deliberately avoided harmonising core legal concepts such 

as fault, damage, or causation.484 Rather, as set out in Article 1, the Directive focused narrowly on procedural 

aspects, notably establishing common rules for the disclosure of evidence and the burden of proof in claims 

involving AI systems. By doing so, the AILD aimed to facilitate access to justice, in line with broader obligations 

under EU law.485 Importantly, the AILD was framed as a minimum-harmonisation instrument, meaning that 

Member States would have retained the discretion to maintain or introduce more stringent national rules than 

those provided in the directive, which reflects both the legal diversity among Member States and the political 

sensitivities surrounding the harmonisation of tort law. 486 

5.2. The scope of application of the AILD proposal 

Pursuant to Article 1.2 of the AILD, the directive’s scope was narrowly defined by three cumulative conditions 

and was intended to apply to: "non-contractual fault-based civil law claims for damages, in cases where the 
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damage is caused by an AI system."487 These restrictions were designed to limit the directive’s reach and avoid 

interference with other areas of liability law, thereby preserving a balance between harmonisation and national 

legal autonomy.488 

5.2.1 Fault-based civil liability claims  

First, the AILD only governed fault-based civil liability claims, thereby excluding claims based on strict liability. 

This limitation was grounded in the assumption that procedural hurdles are generally lower in strict liability 

regimes, as claimants are not required to prove fault.  

In practice, the actual applicability of the AILD would have largely depended on the claimant’s procedural and 

legal strategy. In principle, the AILD could have applied in any case where the claimant elected to pursue a fault-

based liability claim. This strategic choice may have been opted for in scenarios where the conditions for 

establishing strict liability – such as demonstrating a defect under product liability law – were more onerous 

than the requirements for fault-based claims. Additionally, claimants might have been incentivised to opt for a 

fault-based claim in cases where such provisions offered a broader scope of recoverable damages than those 

available under a strict liability regime. For instance, where a person suffered non-material harm – such as 

reputational damage or emotional distress – resulting from a defective AI-enabled product, relying on the 

product liability regime might be challenging, as it may not provide compensation for such harm.489 In such 

cases, claimants could have turned to national tort law provisions based on fault, thereby activating the 

procedural benefits envisaged by the AILD, such as access to evidence and alleviation of the burden of proof.490 

Furthermore, unlike the rPLD, the AILD was not a consumer protection law. As such, it would have been 

applicable not only to individual consumers but also to professional users and legal persons, provided they 

qualified as potential claimants under national civil law. This broader scope highlighted the AILD’s procedural 

orientation and its potential role in facilitating access to justice across a wide spectrum of liability disputes 

involving AI systems.491 

5.2.2 Non-contractual civil liability claims 

Furthermore, the AILD did not apply to contractual liability. In practice, contractual and tortious liability may 

coexist when harm occurs, raising the recurring question of whether the existence of a contractual relationship 

between the claimant and the defendant precludes the application of tort law. Member States diverge 

significantly in their responses to this issue, and such differences inevitably affect the applicability of the AILD 

across jurisdictions.492 

Some Member States – such as Belgium493, Romania494 and Hungary495 – adhere to the non-cumul principle, 

which precludes an injured party from invoking tort law provisions where a contractual relationship exists. In 

this context, once a contractual link is established, compensation can only be sought under contractual liability. 

As a result, in countries applying the non-cumul principle, the AILD could only have been be invoked in the 
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absence of a contractual relationship between the claimant and the defendant, significantly limiting its scope. 

Without further clarification, affected parties in these jurisdictions would not have benefited from the procedural 

tools provided by the AILD, such as the right to request disclosure of relevant evidence held by the AI system 

provider or user.496  

By contrast, other Member States – such as Austria, Germany, Italy – do not recognise the non-

cumul principle.497 In these jurisdictions, claimants retain the discretion to pursue either contractual or tortious 

remedies, depending on which avenue offers a more favourable route to compensation. For instance, a party 

suffering purely economic loss may prefer to rely on contractual liability, as tort law often does not extend 

protection to purely financial interests. Conversely, for other types of damage – such as physical injury or 

emotional distress – claimants may turn to tort law, thereby potentially benefitting from the procedural facilitation 

provided by the AILD. From this perspective, the AILD would have had greater strategic value in Member States 

that allow such flexibility, enhancing access to justice.498 

Notably, the AILD did not address the interaction between contract and tort law, which is understandable given 

its status as a minimum-harmonisation instrument. Nevertheless, this omission could have left injured parties 

in a disadvantaged position in jurisdictions that uphold the non-cumul principle. Ultimately, it would have fallen 

to the European Court of Justice to clarify whether the continued application of the non-cumul principle was 

compatible with EU law in the context of AI-related liability and to delineate the boundary between contract and 

tort for the purposes of applying EU procedural instruments such as the AILD.499 

5.2.3 Damage caused by an AI system 

The AILD was not designed to apply to all harms related to AI systems as it targeted cases where damage was 

directly caused by an AI system. As clarified in Recital 15, this meant the harm had to result from an output – 

or a failure to produce one – linked to a person's fault. The Directive thus required a clear causal connection 

between the fault, the AI system’s output, and the resulting damage.500 Fault could occur during the 

development phase – such as in design or manufacturing – or during deployment, for instance through improper 

use. In either case, claimants could have opted for fault-based liability instead of strict liability, especially when 

seeking compensation for types of harm, like non-material damage, that product liability laws may not cover. 

Notably, the AILD also extended to non-professional deployers, even if they fell outside the scope of the AI 

Act.501 

Conversely, Recital 15 excluded situations where damage arose from a human decision made after receiving 

AI-generated information. If, for example, a doctor misinterpreted a diagnostic suggestion provided by an AI 

system, the human judgment was seen as breaking the causal chain.502 In such cases, traditional liability rules 

were deemed sufficient as there was no black box problem, making therefore the AILD’s procedural 

mechanisms unnecessary.503 The AILD’s restriction to damage caused by fully automated decision-making 

raised a significant concern, as this limitation mirrored the language of Article 22(1) GDPR, which has long 
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been criticized for enabling circumvention.504 Indeed, requiring full automation invites practices where human 

actors merely "rubberstamp"505 AI outputs without genuine scrutiny.506 Article 29 of the Working Party507 and 

recent court rulings508 rightly called for a broader understanding, where only meaningful human intervention, 

not superficial review, would break the chain of automation. Even when not deliberately used to bypass liability, 

human oversight does not necessarily resolve the issue. Oversight mechanisms can be prone to automation 

bias, where human reviewers over-rely on AI outputs.509 While the extent of this bias is still debated510, its 

potential impact underlined how the AILD’s scope was unduly narrow. In practice, important decisions involving 

AI – especially those based on outputs with low confidence scores – are routinely passed through some form 

of human review. Ironically, invoking the right to obtain human intervention, under Article 22(3) GDPR, could 

have excluded the decision from AILD’s procedural protections, even if the intervention lacked substance.511 

5.3. Disclosure of evidence  

One of the key measures proposed by the AILD to ease the burden of proof was to facilitate claimants’ access 

to relevant evidence, as Article 1.1.(a) stated that: "This Directive lays down common rules on the disclosure of 

evidence on high-risk artificial intelligence (AI) systems to enable a claimant to substantiate a non-contractual 

fault-based civil law claim for damages".512 Article 3.1 of the AILD set out distinct procedures for evidence 

disclosure depending on who was making the request, and whether the request targeted the defendant or a 

third party. This subsection offers a critical analysis of the different scenarios the AILD sought to regulate in the 

context of evidence disclosure and highlights circumstances in which it may not have operated as effectively 

as the legislator had intended. 

5.3.1 A claimant requesting evidence from the defendant  

As illustrated by Appendix 5, the first scenario where evidence disclosure could arise under the AILD was when 

a claimant requested a national court to order the disclosure of evidence held by a provider or deployer who 

was already a defendant in ongoing litigation. This was expected to be the most common situation in practice.513 

In such cases, courts would have been required to balance the competing interests of all involved parties. Article 

3.4 of the AILD stipulated that evidence disclosure should be limited to what is necessary and proportionate to 

the claim. Courts would have had to weigh both public and private interests, such as national security or the 

protection of trade secrets and confidential business information.514 When confidential information would have 

been at stake, courts would have had to be equipped with effective tools to safeguard confidentiality upon 

request. Furthermore, Member States would have been obliged to ensure that parties ordered to disclose 
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evidence would have had access to: "appropriate procedural remedies."515 However, the proposal left the 

definition of such remedies open, meaning that their precise nature would have had to be clarified in national 

implementations, or ultimately by the CJEU.516 

5.3.2 A claimant requesting evidence from a third party  

In many cases, the claimant might have found that the necessary evidence was not held by the defendants, but 

by other providers or deployers who were not parties to the litigation. These third parties, while not at fault for 

the damage, could have held key information essential to proving the defendants' liability. For example, a patient 

suing a hospital for failing to properly supervise AI-powered diagnostic tools might have discovered that vital 

evidence, such as system logs, was held by the tool’s provider.517 Article 3.1 and 3.2 AILD addressed such 

situations by allowing claimants to request disclosure from third parties. However, unlike requests directed at 

defendants, these came with stricter requirements. Specifically, Article 3.2 required that claimants first make all 

proportionate efforts to obtain the evidence from the defendants. A third party could thus refuse disclosure by 

demonstrating that the claimant had a reasonable chance of securing the evidence from the actual defendant 

instead. Once again, the interpretation of the notion of "all proportionate efforts" would have been assessed by 

national court, on a case by case basis, or ultimately by the CJEU. 518 

5.3.3 A potential claimant requesting evidence  

Eventually, as depicted by Appendix 6, potential claimants were allowed to request evidence disclosure from 

providers or deployers even before initiating litigation. This mechanism aimed to reduce unnecessary legal 

proceedings and related costs.519 However, to prevent abuse, this pre-litigation disclosure was subject to stricter 

conditions than in cases where litigation was already underway. Two key conditions had to be met before a 

national court could order disclosure. First, the potential claimant needed to have previously requested the 

evidence directly from the provider or deployer and received a refusal. Second, the claimant had to present 

sufficient facts and supporting material to demonstrate the plausibility of a claim for damages. Yet the notion of 

plausibility was not clearly defined and would likely have required interpretation by the CJEU.520 

5.3.4 The presumption of non-compliance  

If a court-ordered request for evidence disclosure was not followed, Article 3.5 AILD required national courts to 

presume that the defendant had failed to comply with a relevant duty of care established by EU or national law. 

In other words, claimants were to be treated as having proven the fact they sought to establish with the withheld 

evidence. However, this presumption was rebuttable, as the defendant could overturn it by presenting counter-

evidence.521 

A major concern arising from Article 3.5 AILD was whether a failure to disclose evidence should have been 

automatically linked with a finding of fault. While some national legal systems are increasingly moving toward 

an objective notion of fault – where a subjective element like culpability is no longer strictly required – others 
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still retain the need to establish such a subjective component.522 Thus, violating a duty of care does not 

necessarily equate to fault across all Member States. Whether non-compliance with an evidence disclosure 

order can be treated as sufficient to establish fault depends on national law. In some jurisdictions, such non-

compliance may indeed be enough to infer fault. In others, it might only be one element among others, requiring 

additional proof to meet the threshold for fault under national legal standards.523 This divergence is further 

highlighted when compared to the rPLD, which only presumes defectiveness in cases of non-compliance 

with mandatory safety requirements, which are usually the ones agreed among the Member States. By contrast, 

the AILD made no such distinction, leaving the consequences of non-compliance largely to national 

discretion.524 

In summary, the impact of the AILD’s rules on evidence disclosure would have varied significantly across 

Member States. Still, as discussed below, even where national laws differ on how fault is established, the 

presumption of non-compliance under the AILD would have been sufficient to activate the presumption of a 

causal link between the fault and the damage.525 

5.3.5 An assessment of the mechanism of disclosure of evidence  

The disclosure mechanisms offer a valuable addition to the procedural tools available to both prospective and 

current claimants, but they also present certain limitations may hinder their effectiveness. 

5.3.5.1 A step toward effective AI accountability  

First, the disclosure process promoted effective enforcement, as potential claimants would have otherwise likely 

lacked access to the information necessary to make an informed and rational decision about whether to initiate 

legal action. This supports the argument for extending the rPLD’s discovery mechanisms to pre-trial stages.526 

Second, such enforcement mechanisms in turn enhanced incentives for compliance with the AI Act.527 Third, 

early-stage disclosure would have helped filter out unmeritorious claims, as individuals could have chosen not 

to litigate if they would have been unable to gather sufficient supporting evidence, thereby reducing the burden 

on courts and lowering overall social costs.528 Fourth, under the AILD, much of the information that could have 

been subject to disclosure already overlapped with the documentation, record-keeping, and transparency 

obligations imposed by the AI Act. Consequently, the additional administrative burden on providers of high-risk 

AI systems would have likely been minimal.529 

5.3.5.2 Key shortcomings  

On the other side, aligning the AILD Proposal’s disclosure rules with the AI Act presented a notable drawback. 

The intended recipients of disclosures under the AI Act – typically developers, technical consultants, AI auditors, 

or regulatory authorities – are professionals with considerable expertise regarding AI. In contrast, disclosures 

in liability proceedings under the AILD and the rPLD would primarily be addressed to consumers or legal 

counsel, many of whom lack a deep technical background, and assessed by judges trained in law rather than 
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AI.530 While expert witnesses could help interpret complex technical evidence, their involvement is costly and 

may raise access barriers for claimants. To ensure that disclosure actually facilitates enforcement, the 

information provided must be intelligible to non-specialists, particularly to legal professionals without expertise 

in IT law. To achieve this objective, the AILD could have either aligned with the rPLD by mandating that evidence 

be disclosed in an accessible and comprehensible format531, or alternatively, the AI Act’s documentation 

obligations could have been supplemented with specific evidentiary standards tailored for litigation purposes. 

In the absence of such adjustments, there is a significant risk that the disclosure provisions will prove ineffective 

in practice.532 

This highlights a further weakness in the AILD: the requirement for potential claimants to present facts and 

evidence supporting the plausibility of their claim before disclosure can be granted. While some form of 

threshold is necessary to protect developers from frivolous lawsuits or from misuse of the system to access 

trade secrets, this requirement may still prove overly burdensome. A parallel can be drawn with EU anti-

discrimination law, where claimants must first establish a prima facie case before the burden shifts to the 

defendant.533 Yet, in practice, even assembling the evidence for such a threshold has proven difficult, limiting 

the effectiveness of private enforcement.534 To avoid a similar fate under AI liability rules, it should be enough 

for potential claimants to present evidence of damage and the involvement of an AI system to trigger disclosure. 

This would strike a fair balance between shielding companies from abusive claims and ensuring meaningful 

access to justice for harmed individuals. However, where the claimant is an actual or potential competitor, the 

current plausibility threshold should remain in place. In such cases, courts must also rigorously enforce 

protections for trade secrets to prevent misuse of the disclosure mechanism.535 

Third, both the AILD and rPLD make the disclosure of evidence contingent on the condition that the requested 

information is at the disposal of the defendant. However, determining whether this condition is met can be 

difficult. While the AI Act specifies the types of information providers or users are expected to possess, it does 

not guarantee that such evidence is actually available or retained by the defendant. This challenge is further 

complicated by the fact that Article 9 rPLD also applies to non-high-risk AI systems, for which the AI Act does 

not impose specific obligations concerning logging, record-keeping, or documentation.536 To avoid ambiguity, 

both directives should have clarified that disclosure obligations applied not only when information was currently 

at a defendant’s disposal, but also when it legally should have been, whether under the AI Act, contractual 

terms, or other statutory duties. This would ensure that a failure to retain or produce relevant records, in breach 

of applicable obligations, does not exempt the defendant from disclosure duties. For example, if a provider 

failed to document required metrics on accuracy or discriminatory impacts under Article 11 and Annex IV.2(g) 

of the AI Act, the court should be able to order the reconstruction or production of such data in the context of 

litigation, as suggested by Recital 42 of the rPLD.537 
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Fourth, to further reduce the burden on claimants, both directives should have explicitly allowed pre-trial 

disclosure applications to be filed in the same court where the main proceedings will take place, which is 

typically the court in the jurisdiction where the damage occurred. Requiring claimants, including consumers or 

collective redress organisations, to initiate such proceedings at the defendant’s principal place of business could 

impose prohibitive legal costs, particularly in cross-border cases where foreign counsel may be required.538 

Additionally, well-known concerns associated with pre-trial discovery and the potential misuse of the 

mechanism to extract trade secrets or exert pressure on financially weaker parties remain relevant.539 The US 

Federal Rules of Civil Procedure provide useful guidance in this respect, allowing courts to issue protective 

orders that shield parties from undue burden or risk. These include measures to prevent the disclosure of trade 

secrets altogether or to limit disclosure to specific, controlled circumstances.540 The EU should draw on this 

long-standing US experience by incorporating similar safeguards into the guidelines governing the balancing of 

interests in both the AILD and rPLD proposals. Doing so would help ensure that the benefits of pre-trial 

discovery are not undermined by strategic misuse or disproportionate demands.541 

Fifth, under the AILD, claimants would still have needed to interpret the relevant evidence at their disposal.542 

As Bertolini has observed – albeit in a slightly different context – one of the major challenges with logged data 

is that its interpretation and analysis can be, as mentioned before, overly complex and costly, particularly for 

weaker parties. Therefore, the AILD should have aligned with the rPLD and allowed courts to require evidence 

to be disclosed in an easily accessible and understandable manner, if deemed proportionate in terms of costs 

and effort for the required party.543  

Sixth, the most significant shortcoming of the AILD Proposal’s discovery mechanism conceivably lied in its 

restriction to high-risk AI systems as defined by the AI Act.544 The rationale behind this limitation was to avoid 

imposing disproportionate obligations on providers of non-high-risk AI systems by sparing them from having to 

generate or retain information they are not otherwise required to maintain under the AI Act.545 While this 

approach may appear reasonable from a proportionality standpoint, it ultimately undermined the utility of the 

AILD disclosure framework, particularly when viewed alongside the rPLD, which allows for evidence disclosure 

in relation to non-high-risk AI systems. Moreover, the effectiveness of this limitation is heavily dependent on the 

accurate classification of AI systems as high-risk. This is problematic, given that certain systems currently 

excluded from the high-risk category under the AI Act nonetheless pose serious risks to individuals, yet would 

have fallen outside the scope of the AILD disclosure mechanism. For instance, as the current draft of the AI Act 

stands, autonomous vehicles, general-purpose AI systems (GPAIs) and broader insurance applications beyond 

health and life insurance are not classified as high-risk systems, despite their potentially significant societal 

 
538 P. HÄCKER, "The European AI Liability Directives – Critique of a Half-Hearted Approach and Lessons for the Future", op. cit., p. 18; 
Regulation (EU) No 1215/2012 of the European Parliament and of the Council of 12 December 2012 on jurisdiction and the recognition 
and enforcement of judgments in civil and commercial matters, O.J.E.U., L 351/1, 20th of December 2012, art. 7(2). 
539 S. SUBRIN, "Discovery in Global Perspective: Are We Nuts?", DePaul Law Review, 2012, Vol. 52, pp. 299 – 318. 
540 Courts may require that a trade secret or other confidential research, development, or commercial information not be revealed or be 
revealed only in a specified way and may appoint masters to examine potential trade secrets subject to discovery, see Federal Rules of 
Civil Procedures, Rule 26(c)(1)(G) and Rule 53(a); P. HÄCKER, "The European AI Liability Directives – Critique of a Half-Hearted Approach 
and Lessons for the Future", op. cit., p. 18. 
541 P. HÄCKER, Ibid. 
542 Proposal for a Directive of the European Parliament and of the Council on adapting non-contractual civil liability rules to artificial 
intelligence, COM/2022/496 final, art. 3.1. 
543 Directive (EU) 2024/2853 of the European Parliament and of the Council of 23 October 2024 on liability for defective products and 
repealing Council Directive 85/374/EEC, O.J.E.U., 18th of November 2024, art. 9.6. 
544 Ibid. 
545 Proposal for a Directive of the European Parliament and of the Council on adapting non-contractual civil liability rules to artificial 
intelligence, COM/2022/496 final, Recital 18. 



 54 

impact.546 As a result, affected individuals would have been left without meaningful recourse under the AILD in 

the event of harm caused by such systems. This misalignment stems from the AI Act's predominant focus on 

societal-level risks, often at the expense of adequately capturing disparities in individual risk exposure. For 

example, an AI system that causes significant harm to a small subset of individuals within a broader population 

might not satisfy the AI Act’s threshold for classification as high-risk. However, from a liability standpoint, the 

severity of harm to those individuals highlights the need for a more nuanced approach to risk classification, that 

incorporates both collective and individual dimensions of risk. Accordingly, while the AI Act and the AILD 

pursued the shared objective of mitigating AI-related harm, their respective criteria for identifying high-risk 

systems could have justifiably diverged in order to address more effectively AI-related damages and ensure 

effective redress. Such a divergence would have enabled the AILD to establish a more nuanced and inclusive 

liability framework, capable of addressing a broader spectrum of AI applications that pose meaningful risks to 

individual rights and interests.547 To bridge this gap, the AILD could have either adopted a distinct definition of 

high-risk AI systems or explicitly extended the scope of Articles 3, 4.2, and 4.3 to encompass AI systems whose 

risk potential falls outside the AI Act’s current high-risk classification.548 To accommodate these diverse use 

cases within a coherent conceptual framework, it would have been advisable to introduce a new "high-impact 

AI systems"549 category under the AILD. This new classification would have encompassed both the high-risk 

systems already identified in the AI Act and additional areas of concern that would have fallen outside that 

definition.550 The extension of the AILD seemed preferable, as it would have been essential to preserve a 

consistent definition of the term "high-risk AI system" between the AI Act and the AILD to ensure legal clarity 

and coherence.551 In these cases, the potential risks to individuals would justify the additional burden that would 

have been placed on providers, even if those providers are currently exempt under the AI Act.552 

5.4. The presumption of a causal link  

Rules of causation are inherently national-specific, grounded in diverse legal doctrines and judicial traditions. 

The challenge is further compounded by the potential multiplicity of actors involved in the development and 

operation of AI systems and by the intrinsic opacity of such technologies, both of which can substantially impede 

a claimant’s ability to demonstrate a causal connection between a defendant’s fault and the resulting output.553 

As a consequence, various mechanisms have been proposed to ease this evidentiary burden, ranging from the 

stringent – such as a complete reversal of the burden of proof – to more moderate solutions, like a rebuttable 

presumption of causality.554 Both the European Parliament Resolution555 and the Expert Group on Liability and 

New Technologies Report556 previously recommended, under specific conditions, a reversal of the burden of 

proof in relation to causation. However, as exemplified by Appendix 7, the AILD ultimately adopted a rebuttable 
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presumption as a more balanced and proportionate approach. Yet, since the AILD followed a minimum-

harmonisation model, Member States would have remained free to uphold or introduce stricter standards for 

proving causation.557 

5.4.1 The conditions for presuming a causal link 

According to Article 4.1 of the AILD, national courts would have been required to presume the existence of a 

causal link between the defendant’s fault and the output of an AI system if three cumulative conditions were 

met: the establishment of a fault, the proof of a reasonable likelihood, and the demonstration that the output 

caused damage.558 

First, the AILD adopted a lower threshold for establishing fault specifically for the purpose of triggering the 

presumption of causation. In particular, if claimants could show that the defendant breached a duty of care 

under Union or national law intended to protect them against the type of damage suffered, that would have 

been sufficient to establish fault.559 Fault could be established either directly by the claimant, or indirectly via 

Article 3.5, which allowed fault to be presumed if the defendant failed to comply with a court order to disclose 

evidence. However, the AILD did not clearly address the relationship between the establishment of fault for the 

purpose of the causal presumption and the general requirement to prove fault as an independent element of 

liability.560 Since the lowered standard under Article 4.1(a) applied only to the presumption of a causal link, 

claimants would still have had to prove fault per se according to the applicable national legal standards. As a 

result, claimants may not have benefited from any meaningful reduction in the burden of proof in Member States 

where fault required a subjective element.561 

Second, to invoke the presumption of causality, claimants would have needed to demonstrate that it was 

"reasonably likely"562 that the fault would have influenced the AI system’s output, or its failure to produce one. 

As explained in Recital 25, this requirement was not met if the fault had no impact on the AI system’s functioning 

and thus did not contribute to the damage. For example, non-compliance with AI Act obligations related to data 

governance, transparency, or human oversight might have been reasonably linked to harm. In contrast, a failure 

to register a high-risk AI system might not have qualified, as it would not have affected the system’s 

performance. The interpretation of "reasonable likelihood"563 would ultimately have been shaped by CJEU 

jurisprudence, depending on the facts of individual cases.564 

Third, the claimant would have needed to demonstrate that the output – or lack thereof – of the AI system 

caused the damage at issue.565 Since the AILD did not seek to harmonise the concept of damage, its scope 

would have remained subject to EU or national law. Consequently, the application of the Directive could have 
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varied significantly across Member States, depending on how damage was defined and assessed in their 

domestic legal systems.566 

Importantly, unlike the rules on evidence disclosure, the rebuttable presumption of a causal link extended to all 

AI systems, regardless of their risk classification, given that opacity can be a characteristic of any AI system. 

Nevertheless, the AILD introduced additional requirements and limitations on invoking this presumption, which 

varied depending on the systems’ risk profile.567 

5.4.2 Claims against a provider or a deployer of a high-risk AI system 

Article 4.2 AILD indicated that the fault of a provider of a high-risk AI system could be established, for the 

purpose of triggering the presumption of a causal link, if the provider failed to comply with specific AI Act 

obligations related to: data governance568, transparency569, human oversight570, accuracy571 and corrective 

actions572. Likewise, under Article 4.3, the fault of a deployer of a high-risk AI system could also be presumed 

if they failed to monitor the system in accordance with its instructions for use, or if they did not ensure that the 

input data were relevant and representative, provided they had control over those data.573  

Article 4 would have relieved claimants of the need to provide, and fund, expert witnesses to establish the 

precise causal link between a breach of the AI Act and the output of the system. Nonetheless, this reduction in 

cost and complexity would have had its limits as injured parties would still have needed to engage AI experts 

to establish a violation of the AI Act in the first instance.574 

5.4.3 Claims concerning non-high risk AI systems 

The second case concerned claims related to non-high-risk AI systems, regardless of the identity of the 

defendant. Consider, for example, a professional user who fails to monitor a generative AI system that 

automatically posts text on a social media platform. As seen in the case of the Microsoft chatbot that evolved 

into a racist speaker, such a language model may progressively generate derogatory content, eventually 

targeting specific groups of individuals.575 

In such cases, the presumption of causality between the user’s fault – like the failure to monitor the system – 

and the AI output is not tied to the breach of any specific obligation under the AI Act, particularly since non-

high-risk systems are subject to relatively few requirements.576 Instead, the general clause in Article 4.1(a) 

would have applied, which required only a breach of a duty of care under Union or national law, provided that 

the duty was intended to protect against the kind of harm that materialised. However, this presumption would 

have been available only where the national court considered it excessively difficult for the claimant to prove 

their allegations.577 Thus, the purportedly lower risk profile of non-high-risk AI systems may have resulted in a 

higher evidentiary burden for claimants. This distinction would not have been justified in cases where such 

 
566 S. LI and B. SCHÜTTE, "The Proposed EU Artifical Intelligence Liability Directive", op. cit., p. 148. 
567 Ibid. 
568 Regulation (EU) 2024/1689 of the European Parliament and of the Council of 13 June 2024 laying down harmonised rules on artificial 
intelligence, O.J.E.U., 12th of July 2024, art. 10. 
569 Ibid., art. 13. 
570 Ibid., art. 14. 
571 Ibid., art. 15 – 16(a). 
572 Ibid., art. 16(g); art. 21. 
573 Ibid., art. 29; art. 29.3. 
574 P. HÄCKER, "The European AI Liability Directives – Critique of a Half-Hearted Approach and Lessons for the Future", op. cit., p. 22. 
575 Ibid., p. 23. 
576 Ibid., Regulation (EU) 2024/1689 of the European Parliament and of the Council of 13 June 2024 laying down harmonised rules on 
artificial intelligence, O.J.E.U., 12th of July 2024, art. 50. 
577 Proposal for a Directive of the European Parliament and of the Council on adapting non-contractual civil liability rules to artificial 
intelligence, COM/2022/496 final, art. 4.6. 



 57 

systems are just as opaque – and potentially harmful – as those classified as high-risk under the AI Act. This 

reinforced the argument that systems, such as autonomous vehicles, should either be reclassified as high-risk 

or, at a minimum, explicitly included within the scope of the presumption of causality under Article 4.2 and 4.3 

AILD.578 

5.4.4 Claims against defendants using an AI system for personal purposes 

The final scenario involved claims brought against individuals who used an AI system for non-professional 

purposes.579 Even if the AI Act does not impose specific obligations on consumers,580 they may still be expected 

under national law to monitor or supervise AI systems they deploy, to the extent that they can control their 

behaviour and prevent harm.581 In this context, Article 4.6 AILD envisaged a rebuttable presumption of causality 

between a consumer’s fault and the AI output, but only under two specific conditions. First, the presumption 

would have applied where the consumer materially interfered with the operational conditions of the AI system. 

This might have involved placing an AI-powered lawnmower on a gravel path, causing it to kick up a stone that 

injures a pedestrian. Second, the presumption would also have applied if the consumer was both required and 

able to determine the AI system’s operating conditions but failed to do so, such as using an autonomous 

vehicule outside permitted weather conditions.582 While it might be argued that the same output would have 

occurred regardless of consumer intervention, this view overlooks the fact that the outcome would not have 

arisen at all had the consumer not exposed the system to inappropriate conditions. In other words, the causal 

sequence would never have been set in motion. According to Häcker, only the latter interpretation would have 

prevented the same practical limitations seen in cases involving user monitoring.583  

5.4.5 The limitations of the AILD proposal’s presumption of causal link 

The causality presumption, alongside the more limited non-compliance presumption, represented a meaningful 

step in the right direction toward strengthening the private enforcement of the AI Act and facilitating 

compensation for individuals harmed by AI systems. These mechanisms aimed to address a crucial evidentiary 

gap that often prevents claimants from effectively pursuing fault-based claims. However, this objective was only 

partially realised and the causality presumption suffered from several structural and practical shortcomings.584 

First, in the context of claims against the provider or deployer of a high-risk AI system, Article 4.4 AILD stipulated 

that the presumption of a causal link would not apply if the defendant could demonstrate that sufficient evidence 

and expertise were reasonably accessible to the claimant to prove causation. This raised the critical question 

of whether such "reasonable access" was deemed to include the financial and practical ability to hire AI experts 

as forensic witnesses. While this interpretation could not be entirely excluded, Recital 21 of the Proposal clearly 

indicated that the legislative intention was to minimize the financial burden on claimants and thereby facilitate 

private enforcement of the AI Act. This was further reinforced by Recital 27, which pointed to documentation 
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and system logs as examples of accessible evidence, while remaining silent on costly external resources such 

as expert testimony.585 

Second, the AILD did not propose a general reversal of the burden of proof regarding fault, except in the limited 

case addressed by Article 3.5. Consequently, victims were still expected to prove violations of the AI Act, which 

placed a significant evidentiary burden on claimants, particularly when attempting to assess compliance with 

technical requirements like the relevance, representativeness, or statistical integrity of training data.586 The 

inaccessibility of such information, both in terms of cost and complexity, revived the information paradox to the 

detriment of claimants as they can only assess the legal and technical relevance of internal information after 

incurring the cost of accessing and analysing it, typically by hiring experts. This paradox would have significantly 

undermined the effectiveness of any disclosure mechanism not accompanied by meaningful procedural support 

or cost-shifting measures.587 

Third, the AILD failed to address liability for damage caused by the use of prohibited AI systems.588 A robust 

regime would ideally impose strict liability in such cases, requiring only a causal link between the prohibited 

system’s use and the damage suffered. At a minimum, the law should provide for an irrefutable presumption of 

fault and causation. Even if prohibited systems were, in theory, flawlessly engineered, their deployment are 

unlawful by design. Accordingly, any harm resulting from their use should give rise to automatic compensation 

by both the developer who placed them on the market and the user who deployed them on the market.589  

Fourth, while the AILD rightly refrained from introducing an evidence disclosure obligation or a rebuttable 

presumption in cases of non-compliance with Article 4 AI Act – given that such a provision would have been 

overly broad, potentially triggering the severe consequences of Articles 3 and 4 AILD due to the actions of any 

AI-illiterate staff member without a proven link to the damage –590 it nonetheless, did not fully capture the 

nuanced nature of AI functionality and accountability, especially in cases where post-output processes may 

mitigate initial non-compliance or where obligations arise after the AI system has generated its output. First, the 

presumption of causality should have been rebuttable in situations where initial breaches of the AI Act were 

effectively remedied during later stages of development or deployment, such as through post-processing 

techniques that correct biases in training data. Second, the presumption became particularly problematic in 

relation to violations of Article 14 of the AI Act, which requires human oversight mechanisms and emphasises 

the necessity of correcting outputs. Thus, a fault in the system’s design – namely, the omission of oversight 

capabilities – does not directly cause a harmful output, but rather impedes the ability to intervene after the 

damage was caused. A similar issue arises under Article 26(2) and 26(5) AI Act, which imposes monitoring 

duties on deployers. The causal link between the absence of monitoring and the resulting output is tenuous, as 

monitoring occurs after the output is produced. These provisions reflect structural deficiencies in a system's 

capacity for post-deployment correction rather than direct influences on the output itself. Consequently, liability 

for such faults should be distinguished from traditional output-based causation.591 To address this concern, 

Article 4 AILD should have incorporated a distinct presumption establishing a causal link not between the fault 
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and the output, but rather between the AI system’s output and the resulting damage, in cases of non-compliance 

with Articles 14, 26(2) and 26(5) of the AI Act. This adjustment would have been justified by the structural nature 

of these obligations and the fact that a breach of Article 14 undermines the system's capacity for human 

oversight, eliminating the opportunity to intervene and rectify potentially harmful outputs before they take effect. 

Likewise, a failure to fulfil the monitoring duties set out in Article 26 severely limits the ability to detect and 

prevent harmful system behaviour in a timely manner. In such contexts, the damage results not from the 

characteristics of the output alone, but from the absence of mechanisms designed to prevent that output from 

causing harm. Accordingly, a rebuttable presumption linking the output of the AI system to the resulting damage 

– rather than to the underlying fault – would more accurately reflect the functional role of these provisions. This 

presumption could have been overturned if it were demonstrated that adequate oversight would not have 

identified or corrected the output, nor otherwise prevented the harm.592 

Fifth, the relationship between the notions of fault and duty of care under the Article 4 was marked by significant 

ambiguity, raising interpretive concerns. Article 4.1 referred to the presumption of a causal link following a fault 

committed by a defendant through the violation of a duty of care under Union or national law, provided that the 

duty was intended to protect against the type of damage suffered. This definition encompassed a broad range 

of possible legal duties. By contrast, Article 4.2 and 4.3, which specifically addressed providers, affiliated 

persons, and users of high-risk AI systems, could be interpreted in two distinct ways.593 One interpretation 

treated the sole failure to comply with relevant AI Act requirements as sufficient to satisfy the requirement 

contained in Article 4.1(a), thereby triggering the presumption of causality. This reading implicitly construed the 

relevant AI Act obligations as obligations of result in private law. An alternative interpretation required both a 

violation of AI Act requirements and a breach of a duty of care, implying a two-step analysis: the identification 

of a duty of care grounded in the AI Act provisions, and the assessment on whether that duty had been 

breached. This more nuanced view appears to be supported by Article 4.2, which refers to “the steps undertaken 

in and the results of the risk management system”594 under the AI Act. It is also consistent with the inherently 

risk-based nature of the AI Act, which establishes a continuum of compliance rather than bright-line rules. Under 

this reading, AI Act requirements would more closely resemble obligations of means.595 Additionally, Article 4.2 

was also considered problematic due to its use of the term "only". This may have implied that claimants could 

have exclusively benefited from the rebuttable presumption of causality in cases involving a violation of the 

specific AI Act requirements listed therein. As a result, the provision appeared to a priori exclude any other 

potentially relevant legal grounds for tort liability under EU or national law. This restrictive framing risked 

narrowing the scope of claimants’ rights by limiting access to the presumption, even in cases where other 

breaches – perhaps equally or more relevant in a tort context – had occurred but were not explicitly tied to the 

listed AI Act obligations.596 

Sixth, the AILD repeatedly invoked the concept of a duty of care, which, given the predominantly national 

character of tort law, was a surprising choice.597 A duty of care was defined in the Proposal as:“a required 
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standard of conduct, set by national or Union law, in order to avoid damage to legal interests recognised at 

national or Union level, including life, physical integrity, property and the protection of fundamental rights.”598 It 

effectively referred to the expected conduct of a reasonable person in a given context and was framed as a 

means to ensure the safe operation of AI systems and prevent harm to recognised legal interests.599 Beyond 

the judicial discretion required to determine the content of such a duty in individual cases, the reliance on this 

concept raised deeper conceptual concerns. In particular, the idea of a generally applicable positive duty of 

care has long been contested in certain jurisdictions. For example, Belgian jurisprudence and legal scholarship 

typically reject the need for a breach of a pre-existing legal duty to establish fault in extracontractual liability.600 

What is often called a duty of care in this context is better understood as a behavioural standard, a benchmark 

used to assess whether conduct was negligent, not a legal obligation in itself. By contrast, Article 4.1(a) of the 

AILD appeared to equate fault with non-compliance with a duty of care, thereby suggesting that the duty of care 

constitutes a standalone legal obligation. This approach implicitly endorsed a view that does not align with the 

Belgian tort law tradition, and possibly others as well, where fault is assessed more flexibly and without 

reference to such a formally defined duty. The result could have led to significant interpretive uncertainty and 

legal fragmentation across Member States.601 

Seventh, Article 1.3(d) AILD stated that the Directive would not affect: "how fault is defined, other than in respect 

of what is provided for in Articles 3 and 4."602 However, this caveat introduced ambiguity when read alongside 

national conceptions of fault, such as that under Belgian law, which includes both subjective and objective 

components. The subjective component requires imputability – that is, the fault must be attributable to the free 

will of the person who committed it – and culpability, meaning the individual must possess the capacity to assess 

and control the consequences of their conduct.603 This subjective dimension did not appear to be addressed in 

the Proposal, which raised the question of whether the notions of fault under Articles 3 and 4 were intended to 

require such a subjective element, or whether national law would remain free to impose this additional 

requirement. The minimum-harmonisation clause in Article 1.4 of the Proposal did not provide a clear answer.604 

As for the objective component of fault, Belgian law traditionally recognises two types of wrongful behaviour: 

the violation of a specific legal rule605 and the breach of a standard of care.606 In the latter case, fault arises if 

the damage was reasonably foreseeable to the defendant at the time of their conduct.607 Applied to AI, a 

provider of a high-risk system would have committed a fault if it had been reasonably foreseeable that a breach 

of the relevant duties under the AI Act could have resulted in harm. However, the AILD’s reliance on the notion 

of duty of care created further uncertainty. It was unclear whether this concept, as used in the AILD, was meant 

to incorporate such foreseeability, or whether it would be left entirely to national courts to determine the relevant 
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thresholds and modalities.608 

Eighth, even the concept of "causality" remained undefined in the text and is subject to divergent interpretations 

across Member States. For instance, in Belgium, the prevailing doctrine is the equivalence of conditions609, 

where judges assess only factual causation without layering on further normative tests.610 According to this 

theory, courts must recognise a causal link between a fact and the resulting damage if it can be shown that the 

fact was necessary611 for the damage to occur under the specific circumstances. In other words, if the harm 

would not have arisen but for the presence of that fact, a causal relationship is established. Importantly, under 

Belgian law, a fact can be considered a cause even if an intervening event was also necessary, and even if the 

damage was not foreseeable or a normal consequence of the original fact.612 This approach contrasts with that 

of several other jurisdictions, where legal causation is subject to additional filters such as proximate cause or 

foreseeability. These divergences underscored a significant challenge: even with harmonised presumptions like 

those proposed in the AILD, claimants across the EU could still encounter substantial barriers in proving liability 

for AI-related harm, depending on how causation is interpreted under their national tort law systems.613  

Ninth, in light of the probabilistic behaviour of generative AI systems and the inherent unpredictability of their 

outputs – compounded by opacity regarding their development, safety, and security architectures – the AILD 

should have established a rebuttable presumption of causality for violations of Article 55 of the AI Act. This 

provision, which sets out safety obligations for GPAIs, should have triggered a presumption linking such 

violations to any concrete harmful output. Such a presumption would have meaningfully eased the burden on 

claimants seeking redress, given the practical difficulty of directly connecting specific design decisions to 

individual instances of harm. Crucially, this approach should not have precluded injured parties from 

establishing fault beyond a breach of Article 55 AI Act. Although this provision currently applies to a narrow 

subset of GPAI models with systemic risk – potentially limited to models such as GPT-4 and certain versions of 

Gemini, or Claude614 – providers could still be held accountable based on other fault indicators including: 

inadequate content moderation during development and deployment, insufficient ongoing testing for harmful 

content, or the absence of effective notice-and-action mechanisms enabling users to flag problematic 

outputs.615 

 

 

 

 

 

 

 
608 J. DE BRUYNE, O. DHEU and C. DUCUING, Ibid. 
609 T. VANSWEEVELT and B. WEYTS, Handboek Buitencontracuteel Aansprakelijkheid, Intersentia, 2009, pp. 147 – 148. 
610 H. BOKEN, I. BOONE and M. KRUITHOF, Inleiding tot het schadevergoeding, Die Keure, 2014, pp. 64 – 65; C. civ., art. 6.18. 
611 Or a conditio sine qua non, see J. DE BRUYNE, O. DHEU and C. DUCUING, "The European Commission’s approach to extra-contractual 
liability and AI – An evaluation of the AI liability directive and the revised product liability directive", op. cit., p. 9. 
612 M. KRUITHOF, Tort Law in Belgium, op. cit., p. 126. 
613 J. DE BRUYNE, O. DHEU and C. DUCUING, "The European Commission’s approach to extra-contractual liability and AI – An evaluation of 
the AI liability directive and the revised product liability directive", op. cit., p. 9. 
614 P. HÄCKER, "Proposal for a directive adapting non-contractual civil liability rules to artificial intelligence – Complementary impact 
assessment", op. cit., p. 19. 
615 Ibid; THE FUTURE OF SOCIETY, Generative AI in EU Law: Liability, Privacy, Intellectual Property and Cybersecurity, December 2023, 
available on https://thefuturesociety.org/wp-content/uploads/2023/12/EU-AI-Act-Compliance-Analysis.pdf, accessed 14th of May 2025. 

https://thefuturesociety.org/wp-content/uploads/2023/12/EU-AI-Act-Compliance-Analysis.pdf


 62 

5.5. Trustworthy AI 

Effective compensation and innovation cannot be the sole objectives of AI liability. Trustworthy AI has become 

central in AI ethics and is a foundational element of the EU’s regulatory approach to AI. While the EU 

Commission's interpretation of trustworthy AI has faced criticism616, the AI liability package explicitly supports: 

"the objective (…) to promote the rollout of trustworthy AI to maximize its full benefits for the internal market."617 

Key trustworthiness aspects in AI, such as mitigating unpredictable behavior, reducing opacity, and addressing 

discrimination within AI systems, remain crucial not only from an ethical standpoint but also from a regulatory 

perspective.618 Achieving these goals requires a comprehensive approach to the primary risks of AI. However, 

as the next section highlights, several of these critical dimensions are inadequately addressed in the new liability 

framework and require immediate attention.619 

5.5.1 Autonomy and foreseeability 

A key element of trustworthy AI is predictability.620 This characteristic is challenged by the unpredictability of 

certain AI outputs, which arises from the autonomy of AI models. The EU liability framework aims to address 

the effects of unpredictability by lowering compensation barriers through mechanisms such as a presumption 

of fault and causality. More significantly, the AI Act seeks to reduce the likelihood of unforeseeable damage by 

imposing various constraints on the development and deployment of high-risk AI.621 For instance, the data 

governance framework outlined in Article 10 of the AI Act ensures that training, validation, and testing data are 

sufficiently diverse and representative of the target population. By adhering to this framework, providers can 

improve the chances that their models will generalize effectively to unseen real-world cases.622 Similarly, the 

output requirements in Article 15 of the AI Act are designed to minimize error rates and prevent harmful 

feedback loops in online learning scenarios.623 These conditions are vital for the deployment of any AI system, 

not solely high-risk applications. However, a specific challenge related to unpredictability lies in the lack of 

harmonization in the concept of causality across the European liability framework.624 Some national tort systems 

adopt a normatively enriched understanding of causality, where injurers are exempt from compensating 

damages that were objectively unforeseeable at the time of the act or omission.625 In contrast, with AI, 

unforeseeable outputs and the damages they cause are, in theory, foreseeable. Indeed, despite the ability of 

AI systems to produce unpredictable or unexpected results, they operate within a framework that allows for the 

anticipation of certain risks. Even if some outputs may appear unpredictable or unforeseeable in practice, the 

underlying behavior of AI systems – such as their reliance on data, algorithms, and training models – can still 

be analyzed, understood, and anticipated to some degree. In other words, while an individual instance of AI 

behavior might be unpredictable, the general nature of AI systems’ capabilities and limitations can be foreseen 

based on their design, operation, and context.626 Therefore, the EU liability framework should clarify that 
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damages eligible for compensation include harm resulting from unforeseeable actions or omissions of an AI 

system.627 

5.5.2 Complexity and opacity 

A second essential aspect of trustworthiness emphasized in AI ethics is explainability628, which refers to the 

extent to which an observer can understand the underlying causes of an AI system's output.629 The explanation 

of an AI outcome can be obscured by two distinct and independent forms of opacity: institutional and technical 

opacity. Institutional opacity pertains to the deliberate withholding of information by AI developers or users, 

while technical opacity arises from the inherent difficulty in identifying the causes of a model’s output due to its 

technical complexity.630 

The disclosure of evidence framework within the AILD and rPLD seeks to directly address institutional opacity, 

whereas the burden of proof regime indirectly tackles this issue by imposing responsibility on operators, 

including developers, if they fail to provide necessary information.631 However, they are less explicit when it 

comes to addressing the challenge of technical opacity. From a technical standpoint, many models are at least 

explainable to some degree, allowing for the identification of the most relevant features for a particular decision 

(local explanation) or for the entire model (global explanation).632 For instance, linear regression or simple 

decision trees are interpretable ex ante, as they easily provide weights for individual features in the model.633 

In contrast, more complex models, such as deep neural networks, ensemble models, or support vector 

machines, only allow for post-hoc explanations that approximate feature relevance for individual decisions.634 

Global explanations are even more challenging to achieve, and the accuracy of these explanations remains a 

subject of ongoing debate.635 Recently, EU law has incorporated several provisions requiring explanations, 

specifically in terms of feature relevance, for AI models. The AI Act, though, introduces a more modest 

transparency regime in Article 13, alongside an obligation to provide feature relevance as part of the technical 

documentation outlined in Article 11(1) and Annex IV(2)(b).636 

The AILD and the rPLD address technical opacity implicitly through the disclosure and presumption regimes, 

by requiring defendants to provide evidence that is "at their disposal".637 This raises the question: what happens 

if the information is not available to the defendant because a black-box AI system is used? For instance, it is 

currently nearly impossible to obtain feature relevance scores for the entire model when using support vector 
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machines – a type of machine learning model – or deep neural networks. Such information, however, could be 

crucial for determining whether a decision, such as in credit scoring, was influenced by bias.638 

At first sight, defendants may not be required to disclose this information since it is not within their possession 

and can be impossible to obtain. Still, the use of a black-box model should not result in an increased burden on 

the injured party.639 Instead, defendants should bear the consequences of choosing an opaque model. This 

interpretation aligns with the purpose of the disclosure requirements, which aim to ease, not exacerbate, the 

difficulties of proof for victims. Therefore, it is crucial that disclosure is still required if: "(…) the evidence should 

be, but due to the black-box character of the model is not, at the defendant’s disposal." 640  
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6. The interplay between the revised PLD and the AILD proposal  

Perhaps the most critical aspect regarding the relationship between the revised rPLD and the AILD concerned 

their respective scopes of application, areas of overlap, and distinct added value. At first glance, the AILD might 

have appeared redundant, given that the revised PLD already incorporated procedural tools such as evidence 

disclosure and rebuttable presumptions. However, such a conclusion would have been inaccurate since, as 

illustrated by Appendix 8, the scope of both the rPLD and the AILD were not unidimensional but multifaceted. 

With respect to the material scope – particularly the inclusion of software and AI – the rPLD ensures that no 

liability gap remains. Likewise, in terms of personal scope, the key actors in the AI value chain are already 

covered by the rPLD.641 

However, two areas remain insufficiently addressed by the rPLD and would have necessitated the 

complementary enactment of the AILD to bridge these gaps. First, regarding its personal scope of application, 

the rPLD is explicitly tailored to professional actors and economic operators, leaving a regulatory gap 

concerning non-professional users. In contrast, the AILD extended its coverage to both professional and non-

professional users of AI systems. This broader scope would have been essential to ensure comprehensive 

liability coverage, including for individual consumers who interact with AI technologies – such as users of 

generative AI tools. Moreover, the AILD would have applied to professional users whose property is damaged, 

a category currently excluded under the rPLD. Second, the rPLD’s narrow definition of compensable harm 

leaves significant gaps in protection. The AILD sought to fill these by encompassing a broader range of 

damages, including: discrimination, violations of personality and fundamental rights, professionally used 

property, pure economic loss, and sustainability. 

6.1. Pure economic losses 

Whether the rPLD should encompass pure economic loss and damage to professionally used property remains 

a contested issue.642 Ultimately, however, the rPLD does not covers these categories. This is especially 

problematic in the context of AI, where pure economic loss is highly relevant, particularly in high-risk sectors – 

such as credit scoring and, health and life insurance – that are specifically covered under the AI Act.643 Likewise, 

damage to professionally used property is highly significant in industrial and broader B2B AI applications. Where 

national tort law does provide for compensation in these categories, the same procedural safeguards available 

under the rPLD – such as evidentiary disclosure and causality presumptions – should apply. According to 

Häcker, there is no compelling justification for offering a lower level of protection to professional users or to 

non-physical losses, particularly since these interests often relate to fundamental rights. Moreover, professional 

users of AI products generally face the same informational asymmetries as consumers because they also lack 

access to the inner workings, data sets, and algorithms of AI providers. Therefore, Articles 3 and 4 of the AILD 

were essential to supplement the rPLD in these cases.644 

Importantly, this implies that the full range of IP rights should have fallen within the scope of the AILD. These 

rights are typically used in professional contexts and thus lie outside the rPLD’s scope. However, under the 
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AILD, rights-holders could have benefitted from a reversed or alleviated burden of proof, as such infringements 

could be interpreted as violations of the standard of care owed under applicable liability frameworks.645  

6.2. Discrimination  

Within rPLD, discriminatory outputs generated by AI systems are not explicitly excluded from being considered 

as product defects. However, the rPLD proposal does not directly reference EU non-discrimination directives, 

indicating a reluctance to incorporate non-discrimination norms into the concept of defectiveness.646 This 

interpretation is supported by both the European Commission647 and certain scholars648, who suggest that 

issues of discrimination fall outside the intended scope of PLD-based claims. Nevertheless, given the 

heightened public sensitivity and legitimate user expectations regarding fairness and non-discrimination in AI, 

there is a strong argument for considering such outcomes on a case-by-case basis under the AI liability regime, 

to avoid regulatory gaps in critical areas of enforcement.649 

The AILD proposal’s causality presumption, as set out in Article 4.2, referenced Article 10 on data governance 

and Article 15 on feedback loops of the AI Act, which both cover non-discrimination cases. Yet the precise 

applicability of the AILD to cases of discriminatory harm remained ambiguous and required further clarification. 

A key point of contention lied in the AILD’s distinction between strict and fault-based regimes and the fact that 

the CJEU has consistently treated discrimination as a matter of strict liability, which did not align seamlessly 

with the AILD’s fault-based approach under Article 4.650 

Although the European Commission651 and some commentators652 classify discrimination as a fault-based 

issue, this is not necessarily appropriate in all cases. If a provider uses biased training data in breach of Article 

10 of the AI Act, liability could be established based on a violation of the duty of care. However, there will be 

scenarios – especially involving generative AI systems – where harmful or discriminatory outcomes will occur 

despite compliance with all applicable safety, moderation, and technical standards. In such cases, identifying a 

specific fault may prove impossible. Nonetheless, under a strict liability framework for discrimination, 

responsibility could still be attributed – potentially on a joint basis to both the provider and deployer.653 

Importantly, the wording of Article 3 AILD, which did not explicitly require fault, could have offered a pathway 

for such claims. Nevertheless, as it applied only to high-risk AI systems under the AI Act, it did not extend to 

generative AI; a limitation that should have be addressed. 

It should have been explicitly clarified that the AILD applied to cases involving liability for discrimination. The 

necessity of incorporating evidence disclosure mechanisms and a rebuttable presumption of causality in such 

cases is underscored by persistent enforcement challenges and the restrictive approach taken by the CJEU.654 
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These barriers reinforced the need for the AILD to clearly encompass discrimination claims within its scope. By 

doing so and to the extent that an element of fault can be identified – and may be required under certain national 

transpositions despite the CJEU's tendency to treat discrimination as a matter of strict liability – the causality 

presumption introduced by Article 4 AILD would have offered meaningful support to claimants. 655 

6.3. Personality rights 

Whether the EU’s product liability framework extends to information has been debated.656 This issue gained 

particular relevance in light of the Krone case, which distinguished informational content found in a printed 

newspaper from a product within the meaning of the rPLD.657 However, whether this distinction applies to 

generative AI output remains questionable. Unlike a newspaper article, the output generated by AI is intrinsically 

linked to the functioning and structure of the AI model itself, arguably rendering it part of the product.658 

Nonetheless, the rPLD does not extend to compensating violations of personality rights659 or other fundamental 

rights – such as privacy, data protection, human dignity, or family-related rights – many of which fall under the 

domain of Member State tort law. This reveals a significant gap in the EU’s liability regime.660 

While Article 82 of the GDPR offers a potential avenue for redress where personality rights are violated through 

unlawful processing of personal data,661 there is a lack of jurisprudence in this specific context. Furthermore, 

no comprehensive EU-level mechanism exists to provide compensation for infringements of other fundamental 

rights. This gap underlined the importance of extending the scope of the AILD to cover such violations. In 

particular, the AILD should have provided mechanisms for evidence disclosure and introduced a rebuttable 

presumption of causality in these cases. Failures such as the absence of robust content moderation policies 

during model training or deployment, insufficient ongoing testing, or a lack of notice-and-action procedures 

could have supported a finding of fault in personality rights violations.662  

6.4. Sustainability  

Finally, climate harms and sustainability risks arising from the large-scale deployment of advanced AI models663 

– such as excessive energy and water consumption during training and inference, and the use of hazardous 

materials – are not adequately addressed in either the AI Act or the rPLD.664 Although Member States could 

introduce new legal mechanisms to link environmental damage to liability, or adapt existing frameworks to 

address AI-induced ecological harms, such measures are not guaranteed.665 Such claims should have 
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benefitted from the procedural alleviations introduced by the AILD. This further justifies the need for a distinct 

and complementary AILD framework, extending beyond the scope of the rPLD.666 

6.5. Towards a software liability regulation? 

The adoption of the revised PLD represents a significant advancement in EU liability law, particularly in adapting 

to the challenges posed by emerging technologies. Nonetheless, as discussed, the rPLD retains several critical 

gaps. These shortcomings underscored the importance of the AILD, which complemented the rPLD by 

introducing procedural mechanisms that were vital in navigating the inherent opacity of AI systems. However, 

by limiting its scope to AI systems, the AILD did not fully respond to the broader complexities introduced by 

digital technologies. Similar evidentiary challenges exist in relation to many forms of non-AI software, especially 

where opacity, autonomous functionality, or system complexity are involved. The rPLD’s recognition that all 

software can fall within its scope suggests the necessity of a more harmonised legal approach. Accordingly, 

the expansion of the AILD into a more comprehensive Software Liability Instrument has been proposed.667 Such 

an instrument would extend the procedural protections of the AILD to all software, not solely AI. Under this 

broader framework, the evidence disclosure regime should apply universally, while rebuttable presumptions for 

non-AI software should align with the standards set for non-high-risk AI systems. This would ensure consistency 

across digital liability regimes and provide more effective legal redress in the face of technological complexity. 

Furthermore, the decision to adopt two separate directives has drawn criticism, particularly in light of past 

experiences with the Data Protection Directive, where the divergences in national transpositions created a 

fragmented legal landscape, complicating the enforcement of rights and protections, especially for consumers 

seeking redress across jurisdictions. Similar risks of legal uncertainty and inconsistency now loom over the 

dual-directive approach to AI liability. Therefore, the enactment of an AI liability regulation rather than a directive 

has been proposed to address these concerns and provide a uniform and directly applicable legal framework 

across all Member States, thereby benefiting both the AI industry and citizens by ensuring legal certainty and 

consistent standards. This approach aligns with a broader legislative trend within the EU, where some areas of 

EU internal market law have increasingly shifted from directives to regulations to prevent fragmentation.668 Most 

recently, the adoption of the General Product Safety Regulation reaffirmed this regulatory shift, with the 

Commission noting in its impact assessment that the directive format had led to problems linked predominantly 

to the implementation and national differences regarding the date and/or manner of transposition.669 The same 

rationale applies to AI liability. Given the close regulatory proximity between product safety and product liability, 

the choice of a directive for the AILD appears increasingly misaligned with the EU’s broader legal strategy. The 

legislative impact assessments for both the rPLD and AILD should have considered this regulatory alternative 

more seriously.670  
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Given the pivotal role of AI in driving innovation and shaping the Digital Single Market, a uniform legal approach 

seems crucial. A regulation would more effectively support the EU’s ambition to construct a coherent, adaptable 

legal framework for the digital era – capable of keeping pace with the cross-border and highly complex nature 

of AI technologies. Departing from the traditional reliance on Member States' competence in non-contractual 

liability acknowledges the structural integration of the Digital Single Market and the transnational nature of AI 

technologies. In this context, leveraging Article 114 TFEU to establish a comprehensive, EU-wide regulation – 

rather than directives – on AI and software liability would offer a coherent and directly applicable legal 

framework. This would align with broader EU regulatory trends and address the shortcomings associated with 

the directive-based approach.  
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7. The future of AI liability in the European Union 

7.1. The impact of the Draghi report on the EU’s regulatory agenda 

The Draghi report identifies regulation as a central constraint on the European Union’s innovation potential, 

emphasising the limited commercialisation of innovation and the persistent barriers that hinder the scaling-up 

of innovative firms. Regulatory inconsistency and fragmentation across Member States are presented as key 

impediments, contributing to high compliance costs and limiting access to the full potential of the Single Market. 

These concerns have led some commentators to interpret the report – and the European Commission’s 

subsequent response – as indicative of a shift towards deregulation671, which may be premature. Rather, the 

shift prompted by the Draghi report reflects a more nuanced and deliberate approach calling for a 

comprehensive regulatory transformation.672  

While the report underscores the burden of overlapping and inconsistent regulatory frameworks673, it also points 

to the structural role regulation must play in addressing fragmentation and enabling innovation. This dual 

function of regulation is a recurring theme: on the one hand, reducing administrative and compliance burdens; 

on the other, advancing harmonisation efforts to eliminate legal divergence within the Single Market. The 

report’s recommendations coalesce around four core objectives: (i) simplifying the EU acquis and introducing 

a systematic filter for new legislative proposals; (ii) strengthening the enforcement of Single Market legislation; 

(iii) ensuring that regulatory measures remain proportionate, particularly for SMEs and mid-cap innovators; and 

(iv) creating regulatory conditions conducive to innovation. In particular, the report highlights the 

disproportionate burden that regulatory frameworks impose on smaller firms, noting the lack of guidance, the 

complexity of rules, and frequent legislative revisions as significant obstacles to innovation. To operationalise 

its proposals, the Draghi report advances three guiding principles. First, it calls for a more deliberate balancing 

of the precautionary674 and innovation principles675, particularly in determining the appropriate level of 

harmonisation. Second, it stresses the importance of choosing suitable legislative instruments based on 

considerations of compliance, enforcement, and administrative cost. Third, it advocates for a more rigorous and 

transparent management of the acquis, including the withdrawal of obsolete provisions, the avoidance of legal 

overlap, and enhanced mechanisms for implementation and enforcement across Member States. The report 

makes several proposals for achieving the simplification framework’s objectives and mainly focuses on 

equipping the Commission and the national authorities with better data analysis tools, improving cost-

calculating methodologies and enforcement action, with the ultimate aim of reducing compliance burden 

stemming from EU regulations across all sectors of economic activity.676 
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The European Commission’s response aligns with these recommendations. The simplification effort – framed 

as one of the five horizontal enablers of competitiveness within the Competitiveness Compass677 – is aimed at 

enhancing the regulatory environment without undermining core policy objectives. Significantly, this 

simplification agenda is situated within a broader policy framework which includes renewed efforts to deepen 

the Single Market, increase access to private and public financing, improve labour mobility, and enhance 

coordination among Member States.678 These efforts underline the dual nature of the Commission’s task: the 

alleviation of regulatory burdens and, at the same time, the introduction of new instruments where necessary 

to reduce fragmentation. In this context, the Commission’s approach should rather be interpreted as one of 

regulatory transformation rather than deregulation. The challenge is not simply whether to regulate, but how to 

design and implement regulation that facilitates innovation and competitiveness while safeguarding public 

interests and the integrity of the Single Market. Digitalisation of regulatory processes, enhanced methodologies 

for calculating compliance costs, and the systematic evaluation of new legislative proposals are all part of a 

forward-looking regulatory agenda.679 

Ultimately, regulatory transformation rests on three interrelated dimensions: (i) the simplification and improved 

enforcement of existing legislation; (ii) the consistent filtering of new regulatory initiatives through the lens of 

innovation and competitiveness; and (iii) the deployment of innovative, flexible regulatory instruments that 

support technological development while maintaining a high level of protection for consumers and the 

environment. In this light, the Draghi report should not be viewed as a firm stance against regulation, but as a 

strategic recalibration aimed at fostering a more dynamic, coherent, and innovation-friendly regulatory 

environment across the EU.680  

7.2. The potential withdrawal of the AILD proposal  

Following the publication of the Competitiveness Package, the European Commission advanced its regulatory 

simplification agenda by tabling several proposals intended to "cut red tape".681 Among the legislative files 

withdrawn under this initiative was the AILD proposal. The withdrawal was justified on the grounds that there 

was "no foreseeable agreement".682 However, the Commission left the question open, stating that it would 

assess whether to table a revised proposal or explore alternative approaches to address AI liability concerns.683 

The decision to withdraw the AILD provoked considerable reaction within political and academic circles, 

particularly as it coincided with Commissioner McGrath’s public defense of the proposal. On the same day as 

the withdrawal announcement, McGrath had emphasised the importance of legal certainty in liability matters 

for reducing risks and encouraging investment in AI, especially for SMEs and startups.684 The withdrawal 
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prompted Axel Voss, the European Parliament rapporteur for the AILD, to denounce the withdrawal as a 

"strategic mistake".685 Voss and others highlighted the importance of harmonised rules in creating a level 

playing field across the EU, bringing fairness and clarity to both businesses and consumers, and signaled that 

the withdrawal would signal a retreat from the EU’s commitment to ensuring effective accountability and 

compliance mechanisms in its digital framework.686 Additionally, lawmakers from the Internal Market and 

Consumer Protection Committee expressed their support for the AILD by voting in favour of continuing work on 

AI-related liability rules.687 Nonetheless, not all political actors and representatives of the tech industry shared 

this view. Some questioned the added value of the AILD, stating that the rPLD was sufficient to protect 

consumers.688 More recently, Henna Virkkunen presented the AI Continent Action Plan, expressing skepticism 

about the AILD’s effectiveness. According to Virkkunen, a directive would not have ensured a uniform 

implementation because Member States would have implemented the rules in different ways. Instead, she 

advocated for the use of a regulation, which would be directly applicable and better suited to ensuring legal 

uniformity within the internal market. Virkkunen also emphasized the need to first fully implement the AI Act 

before assessing whether additional AI liability are necessary.689 The future of the AILD is now in a grey zone, 

with the Commission expected to decide by August whether to definitively withdraw the proposal or revisit the 

issue with a revised legislative initiative.690 

Regarding the reasons behind the proposed withdrawal of the AILD, some have framed it as a politically 

motivated decision.691 The timing – following the AI Summit in Paris and amid renewed US criticism of European 

digital regulation692 – was viewed by some as evidence that the Commission sought to appease international 

actors wary of regulatory proliferation. Axel Voss himself reported that, during an exchange with Henna 

Virkkunen in the European Parliament’s Legal Affairs Committee, he had not heard any substantial arguments 

from the Commission justifying the withdrawal, which reinforced the perception that the move was driven by 

political considerations rather than by rigorous policy evaluation.693 However, others offered a more nuanced 

interpretation. Philipp Häcker, did not believe that the decision was directly linked to the AI Summit or to US 

criticisms directed towards EU regulation. Rather, Häcker situated the withdrawal within the broader context of 

the Commission’s longstanding push for simplification of the EU digital regulatory framework, and pointed to 

the proliferation of overlapping regulatory initiatives – often poorly coordinated – as a particular challenge for 

SMEs. In this light, Häcker welcomed the intent to streamline EU legislation but argued that the AILD was the 
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wrong instrument to target for simplification. Liability rules do not constitute "red tape" in the conventional sense, 

as they do not impose prescriptive obligations ex ante but rather provide ex-post remedies when harm occurs. 

Indeed, even if extra-contractual liability rules may induce or incentivise AI providers and deployers to raise 

their standards of care – compared to those required by the AI Act, especially for the less or non-regulated 

categories of AI systems –694 liability regimes operate on a reactive basis: they impose obligations only when 

legally recognised harm has occurred, at which point the responsible party is required to compensate the injured 

party in accordance with established legal principles. This means that, in the absence of harm, the liability 

regime remains dormant, generating no active compliance obligations for the regulated entities. From this 

perspective, anticipatory regulation – such as the AI Act – creates a greater administrative burden. Therefore, 

Häcker argued that, if the Commission truly sought to cut red tape, it should have focused on simplifying the AI 

Act or similar instruments providing ex-ante obligations rather than eliminating procedural liability frameworks 

like the AILD.695  

Häcker also pointed out that the AILD had become an easy political target due to its stalled progress in the 

legislative process. While the file was under active discussion in the European Parliament, its momentum was 

insufficient to insulate it from the broader deregulatory narrative. Yet he cautioned that its removal undermined 

the EU’s long-term strategy for fostering responsible and sustainable AI development. The rPLD, which was 

adopted with less attention than the AI Act, does extend to AI but remains, as previously discussed, limited in 

scope, which means that neither the rPLD nor national tort laws can consistently offer effective redress across 

the Union regarding harms not covered by the rPLD. This approach creates legal uncertainty for both 

consumers and developers, particularly given that many AI systems operate across borders. From a 

competitiveness and innovation perspective, the absence of a harmonised AI liability framework disadvantages 

companies seeking legal clarity and increases the costs of compliance with fragmented national rules. More 

fundamentally, Häcker maintained that the AILD was an inappropriate starting point for the Commission’s 

simplification campaign because, as a procedural directive, it did not substantially define when liability arises 

or the exact legal standards to be applied. Rather, it aimed to harmonise procedural conditions for redress and 

burden of proof, especially in complex AI-related cases. In this sense, its removal does not simplify substantive 

rules but instead deprives the EU of a tool that could enhance access to justice. 

Häcker has, eventually, expressed his support for the development of a single, fully harmonised framework for 

AI liability.696 Such a framework, he argues, would not only enhance legal certainty for businesses but also 

provide a clear path for consumers seeking redress. Importantly, it would also facilitate a more structured 

approach to designing the broader architecture of AI regulation. In this vision, the future regulatory landscape 

could consist of a complementary relationship between the AI Act and a comprehensive AI liability regime. This 

evolution would present a valuable comparative opportunity. By analysing the interplay between the AI Act and 

a potential liability framework, policymakers and scholars could identify existing weaknesses, redundancies, or 

loopholes within the current regulatory regime. This process could lead to a more refined and efficient structure 

that balances the need for consumer protection with the imperative of reducing unnecessary regulatory 

complexity. Such reflection may prompt the question of whether a dual framework is required across all sectors, 
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or whether certain provisions in the AI Act could be streamlined in favour of relying more extensively on liability 

mechanisms in specific contexts.697 

Beyond the public debate surrounding the withdrawal of the AILD, two additional factors can be identified to 

help explain both the decision to withdraw the proposal and the reluctance of certain Member States to support 

it. First, as previously discussed, the Directive faced significant structural and legal shortcomings that 

undermined its effectiveness and coherence from the onset. Second, the proposal appeared to lack a genuinely 

interdisciplinary approach to AI liability, as well as sufficient empirical grounding and technical expertise. These 

deficiencies likely contributed to the perception that the Directive was ill-equipped to address the complex, 

cross-cutting nature of AI-related harms and responsibilities, thereby reinforcing opposition among Member 

States.698 

7.3. The importance of an interdisciplinary approach regarding AI liability 

Effective AI regulation necessitates an interdisciplinary approach.699 Given that policymakers often lack 

technical expertise in AI, legislative efforts should be informed by empirical evidence and the input of domain 

experts. A core critique of the AILD is that it was primarily grounded in stakeholder opinion rather than objective 

data, risking a response to perceived rather than actual risks. This contrasts with the EU’s Better Regulation 

Agenda700, Article 114 TFEU, the case law of the CJEU701 and the precautionary principle702, which emphasise 

the use of scientific evidence and the consideration of new developments based on objective facts.703 

While the Commission conducted consultations and commissioned expert studies in the four years leading to 

the AILD proposal, the process displayed several limitations. The consultations asked participants to respond 

to pre-selected problems and policy options, potentially indicating a predetermined direction. Moreover, the 

Commission consulted external experts and launched several studies: a comparative legal analysis, a 

behavioural economics study, and an economic impact assessment. Yet the Commission did not always align 

its policy choices with the majority views expressed, such as the widespread support for strict liability in high-

risk AI applications, which was ultimately dismissed without strong evidentiary backing.704 Besides, the 

involvement of computer scientists and technical AI experts remained minimal. Only three of the seventeen 

academics consulted had a computer science background, and none of the key studies integrated substantial 

technical insight. This omission weakened the proposal’s understanding of critical AI features705 

The shortcomings in the AILD’s evidentiary foundation mirror similar criticisms of the AI Act. Studies note that 

both instruments often reflect public perception rather than empirical harm data. For example, the fact that high-
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risk AI categories in the AI Act are not grounded in statistical evidence of past harm, but rather in anticipated 

risks was one of the elements that undermined the effectiveness of the AILD.706 

7.4. Policy prototyping  

In light of the previously discussed lack of empirical grounding in the AILD, tools such as regulatory sandboxes 

– where AI liability provisions may be tested in a protected environment – and policy prototyping could help 

integrate evidence-based methods into AI policymaking. Policy prototyping, in particular, offers a structured 

process for testing draft policies prior to adoption. This typically involves four stages: (i) drafting, (ii) mock 

implementation by experts and stakeholders, (iii) collection of feedback, and (iv) subsequent policy revision 

based on this feedback.707 Policy prototyping facilitates the active engagement of diverse stakeholders and 

subject-matter experts throughout the policymaking process. This approach enables the systematic testing and 

gradual refinement of draft regulatory measures through cycles of trials and errors, prior to their formal adoption. 

By doing so, policymakers can comprehensively assess the potential impacts, advantages, and shortcomings 

of proposed rules. Such iterative evaluation fosters the development of more effective and evidence-based 

policy frameworks, thereby mitigating the risk of societal costs associated with inappropriately designed 

legislations. This method offers several advantages: it provides a "fitness for purpose" check, enhances legal 

certainty, and encourages broader buy-in by involving diverse actors, including civil society, industry and 

technical experts.708 

However, the success of such initiatives depends heavily on participant composition. Ideally, they should reflect 

interdisciplinary expertise and develop nuanced frameworks grounded in real-world complexities and supported 

by facts. Yet, without transparency and balance, prototyping risks being co-opted as a lobbying tool by powerful 

industry actors.709 Notably, some prototyping initiatives have already been conducted in relation to the AI Act. 

Meta’s Open Loop program tested several AI Act provisions, but its findings must be approached with caution 

given its corporate interests and lack of institutional neutrality.710 In contrast, experiments led by the Flemish 

Knowledge Centre Data & Society, which tested transparency and oversight provisions of the AI Act, represent 

a more credible model for future EU-led prototyping, including for AI liability frameworks.711 Had similar 

experiments been conducted during the development of the AILD, the draft could have benefited from critical 

interdisciplinary insights. For instance, prototyping the obligation to disclose evidence in cases involving high-

risk AI could have clarified what constitutes "relevant" information and, more specifically, which information 

should have been disclosed to the claimant.712 Involving computer scientists would help identify technically 

necessary disclosures, while social scientists could assess how to communicate such information effectively. 

Empirical research suggests that overloading claimants with overly technical explanations may hinder rather 

than support effective legal redress. Instead, simplified and well-structured disclosures are more likely to meet 
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evidentiary needs.713 This kind of evidence-based grounding was noticeably absent from the AILD process, but 

could prove essential in future regulatory efforts.714 

7.5. To regulate or not to regulate? 

Having examined the rPLD, the AILD proposal, and the relevance of an interdisciplinary approach regarding AI 

liability, this section addresses the question of whether the regulation of extra-contractual liability for damages 

caused by AI systems should take place at the EU level, and the practical implications related to the absence 

of harmonisation. Without additional EU intervention, the competence to regulate extra-contractual liability for 

AI systems remains with the Member States. National laws – whether general or AI-specific, if adopted – will 

continue to apply alongside the rPLD. However, understanding the ramifications of this legal framework requires 

a deeper analysis.715 

The AI Act and extra-contractual liability rules are designed to be complementarity. The AI Act serves as an ex-

ante risk-regulation instrument, whereas extra-contractual liability offers ex-post compensatory measures. The 

AI Act includes penalties and individual safeguards – such as the right to complain to the market authority716 

and to receive an explanation of individual decision-making717 – but these have been considered as 

insufficient.718 The current EU regime currently limits AI-related extra-contractual liability to the scope of the 

rPLD and its assessment of products’ defectiveness of that confines the EU’s liability regime to damages directly 

resulting from safety standard violations, thereby incorporating certain provisions of the AI Act. 719 

This approach excludes two different scenarios. First, it omits cases where harm is caused by factors other 

than product defects, and where Member States retain the authority to legislate on AI-specific extra-contractual 

liability, allowing injured parties to pursue remedies under diverse national frameworks. The (proposed) 

withdrawal of the AILD has not materially altered this situation, as the proposal addressed only procedural 

aspects and left substantive law to national discretion.720 Second, it excludes damages that do not fall within 

the limited categories covered by the rPLD, which include death, personal injury, medically-recognised 

psychological harm, corruption of non-professional and data damage to property, with the exception of: "the 

defective product itself, a product damaged by a defective component that is integrated into – or interconnected 

with – that product by the manufacturer or within the manufacturer’s control, and property used exclusively for 

professional purposes".721 In those scenarios, the rPLD prevents Member States from expanding the scope of 

compensable AI-related damages linked to product defects. Hence, damages falling outside the Directive’s 

scope remain uncompensated under harmonised EU rules, leaving legal protection subject to divergent and 

potentially inconsistent national frameworks, with no assurance of national legislative initiatives tailored to the 

specificities of AI.722 
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The question of whether the EU should regulate AI-related extra-contractual liability must be examined in light 

of the principle of subsidiarity, according to which the EU may only act if the objectives pursued can, by reason 

of the scale or effects of the proposed action, be more effectively achieved at EU level.723 In its explanatory 

memorandum, the Commission contended that divergent national rules would increase legal uncertainty and 

lead to market fragmentation, thereby justifying EU action under Article 114 TFEU. To assess subsidiarity, two 

questions must be addressed: (i) what are the risks associated with leaving the regulation of extra-contractual 

liability exclusively to national legal systems; and (ii) to what extent should the European Union intervene, if it 

is established that these risks cannot be effectively addressed at the national level?724 

7.5.1 Leaving regulation up to Member States 

Regarding the first question, the Commission identified the opacity and the lack of transparency of AI systems 

as the principal obstacles preventing claimants from satisfying traditional standards of proof.725 Addressing 

these difficulties requires specific legal mechanisms to ensure access to evidence and facilitate causal 

inference. If left to Member States, these cases will be governed by national fault-based liability regimes or, in 

certain jurisdictions, by strict liability frameworks applicable to ultrahazardous activities, which may potentially 

encompass autonomous vehicles.726  

Such an approach would have the advantage of being tailored to each Member State’s legal order and 

adaptable to national specificities.727 However, responses will vary, potentially resulting in twenty-seven 

divergent liability regimes and a significant increase in compliance costs. Such fragmentation would influence 

the strategic decisions of businesses regarding market entry, incentivising the prioritisation of jurisdictions with 

lower compliance burdens and reduced exposure to liability. This dynamic could lead to regulatory competition 

among Member States and a "race to the bottom"728, that would undermine consumer protection and the pursuit 

of the development of the Digital Single Market. Alternatively, Member States may choose not to legislate on 

AI liability at all. In this scenario, existing general liability laws would apply, likely without accounting for AI-

specific challenges. This would exacerbate fragmentation and result in inconsistent levels of victim protection 

across the Union since the rPLD only covers a narrow subset of damages caused by defective products. This 

scenario could abandon victims of non-defective, yet harmful, AI outputs to legal uncertainty and procedural 

hurdles, with no coherent rationale for the disparity in legal treatment between comparable harms.729 

Nonetheless, these concerns ought to be nuanced. Indeed, national courts are not entirely left to their own 

regarding the interpretation and application of the law, as they frequently rely on the principles and provisions 

of EU law in their legal reasoning. This implies that liability claims involving rights derived from EU law are not 

exclusively domestic matters but instead fall under the broader purview of EU legal principles, notably the 

principle of effectiveness which prohibits the application of national procedural or substantive rules that would 

render the exercise of EU-based claims excessively difficult. The CJEU has already upheld the right of 

 
723 DE BRUYNE et al., "Research Briefs on Artificial Intelligence and Liability – Some points of Attention and Future Perspectives", op. cit., p. 
47. 
724 Ibid. 
725 EUROPEAN COMMISSION, "Commission staff working document impact assessment report accompanying the document Proposal for a 
Directive of the European Parliament and of the Council on adapting non-contractual civil liability rules to artificial intelligence", SWD(2022) 
319 final, the 28th of September 2022, pp. 120 – 121, 198 – 199. 
726 D. RIMKUTE, "AI Liability After the AILD Withdrawal: Why EU Law Still Matters", in Faculty of Law Blogs – University of Oxford, the 1st of 
April 2025, available on https://blogs.law.ox.ac.uk/oblb/blog-post/2025/04/ai-liability-after-aild-withdrawal-why-eu-law-still-matters, 
accessed on the 17th of May 2025. 
727 DE BRUYNE et al., "Research Briefs on Artificial Intelligence and Liability – Some points of Attention and Future Perspectives", op. cit., p. 
54. 
728 Ibid., p. 47; W.L. CARY, "Federalism and Corporate Law: Reflections Upon Delaware", Yale Law Journal, 1974, vol. 83(4). 
729 Ibid. 

https://blogs.law.ox.ac.uk/oblb/blog-post/2025/04/ai-liability-after-aild-withdrawal-why-eu-law-still-matters


 78 

individuals to seek compensation even in the absence of a harmonised EU liability regime. Importantly, the 

Court has emphasised that national liability rules must not hinder the enforcement of rights conferred by EU 

law, which reinforces both the principle of effectiveness and the fundamental requirement that claimants must 

have access to effective judicial remedies.730 

Furthermore, the influence of EU law may extend to the concept of strict liability for ultrahazardous activities, 

as the criteria used to determine ultrahazardous activities bear close resemblance to the AI Act's categorisation 

of high-risk AI systems. This suggests that EU law may indirectly shape national courts' interpretation of liability 

components. The requirements imposed on national courts by the principle of effectiveness in AI-related liability 

cases can be found in the case law of the CJEU.731 In Sanofi Pasteur732, the Court held that, in the absence of 

direct evidence, national courts may be compelled to rely on factual presumptions to ensure effective 

enforcement of EU rights. A factual presumption, in this context, refers to a presumption developed through 

precedents based on circumstantial evidence, when direct proof is unavailable. In Sanofi Pasteur, the Court 

concluded that evidentiary rules prohibiting circumstantial evidence or requiring specific medical research to 

establish causation would undermine the Directive's effectiveness.733 By extension, in complex AI-related 

liability claims – where establishing fault or causation is inherently difficult – national courts may also be required 

to adopt such presumptions.734 

This approach leads to judicial outcomes that closely resemble the provisions of the AILD, which had introduced 

rebuttable presumptions concerning causation and fault. Pre-existing legal doctrines across Member States 

already reflect similar reasonings. One prominent example is the doctrine of res ipsa loquitur ("the thing speaks 

for itself")735, which permits courts to infer fault or causation in the absence of direct evidence when the 

circumstances strongly suggest negligence. This doctrine is analogous to Article 4.1(b) AILD, which proposed 

a presumption of causality based on reasonable likelihood of causation.736 Further comparative examples 

include France's "proof by exclusion"737 and Germany's "burden reversal"738principle. In the French legal 

system, causation is presumed if no other plausible cause exists, effectively shifting the burden of proof to the 

defendant. Similarly, under German law, if a product increases the risk of harm and the risk materialises, a 

presumption of liability may follow. Another relevant principle, echoed in Article 3.5 AILD, is the presumption of 

non-compliance where a party withholds evidence. This aligns with the contra spoliatorem ("against the 

spoliator")739 doctrine, under which courts may infer that missing or concealed evidence would have been 

adverse to the withholding party. When applied in the context of AI, this principle suggests that non-compliance 

with the AI Act could support an inference of liability, especially when such non-compliance obstructs access 

to evidence necessary for substantiating a claim.740  

If the answer to the first question could confirm the necessity of EU intervention to advance a true Digital Single 

Market741, it is also worth noting that leaving regulation up to the Member States may not be as problematic as 
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some fear, particularly in cases involving rights protected by EU law. Although the AILD was withdrawn, its core 

rationale and mechanisms are already reflected in existing EU jurisprudence and national legal traditions. The 

CJEU’s case law ensures that national courts must uphold the principle of effectiveness in AI-related liability 

claims, requiring them to rely on circumstantial evidence and judicial presumptions when necessary.742 

7.5.2 Harmonisation at the EU level 

If the adoption of new legislation is deemed necessary, it is essential to determine the appropriate level of 

intervention. Even within the EU approach, further decisions must be made and, most notably, whether to 

proceed with a regulation743 or a directive, and – in the case of a directive – whether to pursue maximum or 

minimum harmonisation. Some scholars have suggested setting minimum standards at the EU level, while 

allowing national liability regimes to continue operating in parallel.744 

A second fundamental question concerns the scope of the legal instrument. It may take a horizontal form, 

applying broadly across all sectors, or a sector-specific form, tailored to the unique characteristics of particular 

domains. A horizontal instrument, like the AILD and the rPLD, offers the advantage of providing a unified and 

streamlined set of rules for victims. Horizontal regimes offer simplicity and transparency, which may facilitate 

victims' access to compensation. However, a "one-size-fits-all" approach has its limitations, as horizontal 

frameworks often impose strict liability with capped compensation limits. Such caps may be ill-suited to domains 

where the harm caused by AI systems is more significant or more complex. The varied nature of AI applications 

may therefore render a horizontal approach insufficiently responsive to contextual needs.745 

By contrast, a sectoral approach enables the law to reflect more closely the risks and specificities of each 

domain. It is inherently more adaptable and can be tailored to the particularities of how AI is deployed in specific 

sectors. Some argue that a technology and application-specific regime better complies with the principles of 

proportionality and subsidiarity, and reduces the risk of undue interference with national legal systems.746 

Additionally, others similarly contend that existing sector-specific regulations already recognise the need for 

context-sensitive legal responses to technological deployment.747 

7.6. Possible normative criteria to evaluate future proposals 

Whether the European Union will adopt a quantitative assessment grounded in law and economics748, a 

qualitative evaluation749, or a broader evidence-based methodology, it will have to rely on normative criteria to 

assess the viability and desirability of each legal option. These normative criteria may be broadly categorised 

into two groups. First, internal criteria are those intrinsic to the legal system and include, among others, legal 

certainty and the coherence of the legal solution within the existing normative framework. These criteria ensure 

that any proposed legal reform aligns with established legal principles and enhances the predictability and 

reliability of the law. Second, external normative criteria, oppositely, are not inherent to the legal system but 

instead reflect broader policy goals or societal values. These may be further subdivided into three 
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subcategories: (i) "claimants-friendly" criteria include the ease of obtaining compensation, the clear 

identification of the liable party or compensating entity, the equal treatment of victims, and the correction of 

informational asymmetries; (ii) "innovation-friendly" criteria encompass the prevention of internal market 

fragmentation, the fair and efficient distribution of costs, and the simplification of legal processes; (iii) 

"transversal" criteria include cross-cutting considerations such as identifying the least-cost avoider, as well as 

the political and practical feasibility of adopting the legislative proposal. Still, this list is not exhaustive and 

additional criteria may be considered depending on the context and policy objectives at hand. Besides, the 

selection and prioritisation of normative criteria inevitably entail a degree of subjectivity. Any evaluation is 

inherently shaped by the values embedded in the choice of criteria, and in the relative weight assigned to 

each.750  
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8. Conclusion  

8.1. How does the rPLD adapt to digital technologies, and particularly to AI? 

The rPLD constitutes a significant update of the European Union's product liability regime, aiming to align the 

framework with the realities of digitalisation, emerging business models, and AI-driven technologies. Among its 

most notable innovations is the explicit inclusion of software within the definition of a product.751 This clarification 

ensures that economic operators – including online platforms and actors who substantially modify products – 

can be held liable for damage caused by defective digital components.752 In doing so, the rPLD brings 

contemporary configurations such as SaaS within the ambit of strict liability, thereby reinforcing legal certainty 

and consumer protection in the digital era.753 

The Directive also broadens the scope of compensable damages to encompass medically-recognised 

psychological harm, damage caused to a product by an integrated or interconnected defective component, and 

the loss or corruption of non-professionally used data. These extensions appropriately reflect the interconnected 

nature of modern products and the types of harm likely to arise in digital contexts. Yet the Directive retains a 

limitation to non-professional property damage, thereby excluding harm to commercially-used property. This 

restriction – initially intended to be addressed under the AILD – remains a significant shortcoming.754 

In relation to product defectiveness, the rPLD introduces important AI-specific considerations, including the role 

of software updates, cybersecurity risks, and the potential for continuous learning post-deployment.755 Despite 

these advancements, the central criterion for defectiveness – the level of safety which the general public is 

entitled to expect – remains unchanged. This standard, assessed from the perspective of the average 

consumer, has been criticised for its vagueness. However, its conceptual flexibility has historically enabled the 

CJEU to interpret the provision in a manner that favours consumer protection.756 In the context of AI, where 

risks may result from probabilistic errors that differ from traditional human failures, courts may increasingly draw 

on alternative interpretative frameworks such as infra- and suprahuman performance benchmarks, or refer to 

evolving sector-specific standards. The rPLD refrains from codifying these methodologies, perhaps deliberately 

leaving space for judicial evolution in response to case-specific complexities.757 

A further area of innovation lies in the Directive’s efforts to improve access to justice. The introduction of 

mechanisms for the disclosure of evidence and rebuttable presumptions of defectiveness and causality reflects 

an acknowledgment of the evidentiary difficulties faced by claimants, particularly in AI-related cases.758 These 

provisions aim to alleviate the asymmetry of information between injured parties and manufacturers, especially 

where claimants lack access to the internal workings of complex AI systems. However, their practical efficacy 

will be determined by the case law. For instance, while Article 9 requires that disclosed evidence be presented 

in an “easily understandable” format where proportionate, the threshold for relevance and proportionality is left 

to judicial discretion. This leaves open the risk that defendants may comply through voluminous disclosures 

 
751 Directive (EU) 2024/2853 of the European Parliament and of the Council of 23 October 2024 on liability for defective products and 
repealing Council Directive 85/374/EEC, O.J.E.U., 18th of November 2024, art. 4. 
752 Ibid., art. 4(15). 
753 Ibid., Recital 13. 
754 Ibid., art. 6; P. HÄCKER, "Proposal for a directive adapting non-contractual civil liability rules to artificial intelligence – Complementary 
impact assessment", op. cit., pp. 19 – 24. 
755 Ibid., art. 7. 
756 Judgment of the Cour of 5 March 2015, Boston Scientific Medizintechnik, C-503/13, EU:C:2015:148. 
757 RAILS, "RAILS-Webinar: AI Liability – Where Should the European Union (Not) Go? ", YouTube, 18 March 2025, available on 

https://www.youtube.com/live/Tmj-B0g1Bzg?si=GWC684QbRngaCi-w, accessed on the 18th of May 2025.  
758 Directive (EU) 2024/2853 of the European Parliament and of the Council of 23 October 2024 on liability for defective products and 
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that impose a considerable interpretative burden on claimants, often necessitating costly expert assistance.759 

Similarly, Article 10’s presumption of defectiveness and causality in cases of “excessive difficulty” does not shift 

the burden of proof entirely, but rather lowers the threshold to a standard of plausibility. While this adjustment 

may benefit some claimants, it remains insufficient to fully address the structural imbalances inherent in litigation 

involving technically complex AI systems and economically powerful defendants. As such, injured parties may 

still be deterred from initiating legal proceedings due to cost and technical barriers.760 

With respect to defences available to economic operators, the rPLD retains traditional exemptions such as the 

regulatory compliance, state-of-the-art, and later-defect defences, while adapting them to digital realities.761 

Notably, the scope of the later-defect defence is narrowed: it no longer applies where the economic operator 

maintains control over the product, including through software updates, related services, or post-sale 

modifications.762 This reflects the dynamic nature of digital products and rightly extends liability to cover 

foreseeable developments over the product’s lifecycle. Moreover, Member States are permitted to restrict the 

state-of-the-art defence, potentially increasing consumer protection, though at the risk of deterring AI 

developers from entering certain markets where liability standards are higher.763 

In sum, the rPLD represents a flexible and forward-looking instrument designed to adapt the EU product liability 

regime to the challenges of AI and digital technologies. Its reliance on open legal standards – rather than 

prescriptive definitions – allows for future judicial interpretation and adaptability across diverse contexts. 

Nevertheless, this openness also leaves several critical questions unresolved, including the evidentiary 

challenges facing claimants, the absence of explicit guidance on AI's probabilistic behaviours, and the lack of 

harmonisation regarding the state-of-the-art defence. The true impact of the rPLD will thus partially depend on 

its implementation by national courts and the interpretative direction taken by the CJEU in the coming years. 

Only then will it become clear whether the Directive has struck the appropriate balance between fostering 

innovation and ensuring effective access to justice for those harmed by defective AI-driven products.764 

8.2. What was the objective of the AILD proposal, and which factors influenced its withdrawal? 

Despite its withdrawal, the AILD marked a significant development in the European Union’s efforts to modernise 

its liability framework in the context of emerging technologies. It represented the first serious attempt to 

introduce harmonised rules on non-contractual civil liability at the EU level, complementing the regulatory 

architecture of the AI Act. Its core objective was to improve the functioning of the internal market by establishing 

common procedural rules for fault-based liability in situations involving AI systems, thereby fostering legal 

certainty and promoting a level playing field among economic operators. The AILD would have also contributed 

to the coherence of the broader EU regulatory framework by adopting concepts and terminology consistent with 

the AI Act, thus enhancing coherence between both legislative frameworks. Importantly, the proposal signalled 

the EU’s commitment to ensuring effective access to remedies for victims of AI-related harm, particularly in light 

of the increasing complexity and opacity of AI systems. Under many national tort regimes, claimants must 
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establish not only a breach of a duty of care (or another fault-based standard) but also a causal link between 

the conduct of the tortfeasor and the damage suffered. In the context of highly automated, autonomous, and 

interconnected systems – where multiple actors contribute to the operation and deployment of an AI system – 

such requirements can prove prohibitively difficult to satisfy. In response, the AILD proposed procedural 

mechanisms designed to alleviate these evidentiary burdens, including obligations for the disclosure of relevant 

information and rebuttable presumptions of causality in situations where proving the causal link would otherwise 

be unreasonably difficult for the claimant. Nevertheless, there are several reasons why the withdrawal of the 

proposal can be understood as a pragmatic decision.765 

First, the AILD was not conceived as a comprehensive or self-standing liability regime. Rather, it was limited in 

scope, relying entirely on national substantive rules regarding fault, causation, and damage. The proposal 

merely sought to supplement existing domestic regimes with harmonised procedural tools, rather than creating 

a unified framework at the European level. In doing so, it left the deep divergences that persist between Member 

States in the application and interpretation of core principles of fault-based liability unresolved.766 Second, the 

effectiveness of the AILD and its relationship with the rPLD, the AI Act, and other sector-specific liability regimes 

gave rise to significant concerns. Although the AILD proposal explicitly stated that it would not affect rights 

conferred under the rPLD, and although the rPLD similarly affirms its non-prejudice to national fault-based 

regimes, the boundaries between these instruments were far from clear. The potential overlap between the 

rPLD and the AILD – particularly in relation to the burden of proof, the scope of compensable damages, and 

the role of presumptions – risked introducing legal uncertainty. Additional clarification would have been required 

to delineate how these instruments would interact in practice.767 Third, the lack of an interdisciplinary approach 

further weakened the proposal’s credibility. The absence of meaningful input from experts in computer science 

and related technical fields limited the proposal’s ability to engage with the specificities of AI systems, including 

the challenges of algorithmic opacity, data dependence, and continuous learning. A more informed 

understanding of these technical dimensions might have led to more targeted and effective procedural 

mechanisms, particularly with regard to addressing the significant asymmetry of information between claimants 

and AI system developers or operators.768 Finally, political pressure – particularly from the United States – may 

have accelerated the withdrawal of the AILD, reflecting broader concerns about the global competitiveness of 

the EU’s regulatory approach. However, this is likely not the sole explanation, as the Draghi Report had already 

pointed to the need for a more streamlined and coherent digital regulatory landscape within the Union.769 

8.3. What is the impact of the proposed withdrawal of the AILD, and how should the EU react? 

In light of the proposed withdrawal of the AILD, two divergent scenarios shape the future of AI-related civil 

liability in the European Union. On the one hand, the absence of further EU intervention would leave regulation 

to the Member States, preserving national autonomy and allowing for tailored legal responses. However, this 

decentralised approach risks creating a fragmented legal landscape, characterised by inconsistent levels of 
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victim protection, divergent liability standards, and elevated compliance costs. Businesses may gravitate 

towards jurisdictions with lighter regulatory burdens, potentially triggering regulatory competition and 

undermining the integrity of the Digital Single Market. Moreover, without harmonised rules, damages falling 

outside the scope of the rPLD would remain subject to heterogeneous national regimes.770 While some Member 

States may introduce AI-specific frameworks, others may rely on general tort law mechanisms potentially ill-

suited to the unique challenges posed by AI. Yet despite these risks, this fragmented model may not lead to 

complete legal incoherence as EU law would continue to exert indirect influence, particularly through the CJEU’s 

jurisprudence and the principle of effectiveness. National courts would remain under an obligation to interpret 

domestic rules in a manner that ensures the practical enforcement of rights protected by EU law. In this context, 

courts may adopt evidentiary presumptions – such as those recognised in Sanofi Pasteur or in national 

doctrines like res ipsa loquitur – which closely mirror several provisions of the AILD. These trends suggest that, 

even in the absence of formal harmonisation, a degree of functional convergence may emerge through judicial 

interpretation and shared legal principles.771 

On the other hand, should the EU decide to legislate, the design of such an intervention becomes critical. 

Determining the appropriate legal instrument – whether a directly applicable regulation or a more flexible 

directive – will shape the degree of harmonisation. While minimum harmonisation through a directive may offer 

subsidiarity and adaptability, it also risks perpetuating the fragmentation that harmonisation seeks to resolve. 

Equally important is the substantive scope of the legal instrument. A horizontal regime may promote clarity and 

equal access to remedies across sectors, yet its uniformity may limit responsiveness to sector-specific risks. In 

contrast, a targeted, domain-specific approach allows legal solutions to be tailored to the operational realities 

of AI deployment in distinct fields, better aligning with the principles of proportionality and subsidiarity. 

Evaluating these legislative choices necessitates a structured reliance on normative criteria. Internally, 

coherence with the existing legal order and the promotion of legal certainty are paramount. Externally, broader 

policy goals such as fairness for claimants and institutional feasibility must be considered. These criteria – 

ranging from simplifying access to remedies, to minimising legal uncertainty and promoting efficient risk 

distribution – reflect underlying value choices that will shape the acceptability and effectiveness of any future 

initiative. Ultimately, the EU faces a critical juncture. Whether it opts for a coordinated legislative framework or 

relies on national adaptation within the bounds of existing EU principles, the challenge remains to balance 

innovation, legal clarity, and the fundamental right to effective remedies in an increasingly AI-driven society.772 

There is no universally optimal legal approach that can definitively address the multifaceted challenges posed 

by AI and its applications. The appropriate legal response will necessarily depend on the societal priorities that 

are adopted and the normative trade-offs that lawmakers are prepared to make. Nonetheless, even in the 

absence of a clear consensus on the necessity and form of EU-level harmonisation in AI-related civil liability, 

several foundational elements emerge that can guide future developments. 
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First, any legislative initiative should seek to align the conceptual frameworks of ex-ante product safety 

regulation – such as the AI Act – with those of ex-post liability regimes including the rPLD and, where justified 

by empirical evidence, a unique software liability instrument or a renewed version of the AILD.773  

Second, several common questions relating to AI will have to be addressed. These include: (i) clarifying that 

compensable harm encompasses damage caused by unforeseeable actions or omissions of AI systems; (ii) 

recognising that the use of opaque models should not shield developers or operators from liability, particularly 

where such opacity obstructs access to evidence; (iii) considering rebuttable presumptions of causality where 

harmful outputs are later rectified through human intervention; (iv) providing guidance on the admissibility and 

role of fairness metrics to address algorithmic discrimination774; and (v) allocating responsibility across the AI 

value chain in a manner consistent with each actor’s role and capacity to prevent harm.775 

Third, should the EU pursue harmonisation, there is growing consensus that reforms must be informed by a 

detailed understanding of how existing legal frameworks fall short in addressing the challenges posed by AI. 

Complex litigation, already common in areas such as medical devices, illustrates the evidentiary and procedural 

hurdles national courts face. This underscores the need for a new comparative analysis of the twenty-seven 

Member States’ liability regimes to identify shared difficulties and legal blind spots in AI-related claims. Lessons 

can also be drawn from third countries developing their own AI-specific liability models. Crucially, any future EU 

proposal must be grounded in empirical data and shaped through interdisciplinary collaboration, particularly 

with computer science experts. This is essential to ensure that any new legal instrument is not only technically 

robust, but also practically responsive – defining, for instance, what information must be disclosed by AI 

developers, how it should be disclosed, and under what conditions.776 

Eventually, while the EU may lag behind the US in certain areas of technological innovation, dismantling its 

regulatory framework will not close this gap. Yielding regulatory authority to powerful private actors or 

deprioritising enforcement of digital laws would not strengthen the EU’s global position. On the contrary, the 

EU’s rights-based regulatory model remains one of its most powerful instruments of global influence. Rather 

than retreating from this model, the Union should complement it by strengthening the broader foundations of its 

technological ecosystem. Completing the Digital Single Market, advancing a robust Capital Markets Union to 

facilitate investment in European tech, modernising immigration frameworks to attract global talent, and 

harmonising bankruptcy laws to foster entrepreneurial risk-taking are all essential steps. These structural 

reforms would empower European innovators to scale more effectively, while maintaining the Union’s 

commitment to fundamental rights. At a time when other global actors appear to be retreating from the defence 

of liberal democracy and the rule of law, the EU has the opportunity – and arguably the responsibility – to stand 

as a beacon of regulatory stability and principled governance. The future of the Brussels Effect depends not 

only on the extraterritorial impact of EU law, but on the confidence of Europeans in the values their regulations 

promote. Letting this influence erode because of external political pressure would not merely signal regulatory 

decline: it would constitute an unnecessary abdication of its global leadership in the protection of fundamental 

rights, democracy and the rule of law.777  
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