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THE EU ARTIFICIAL INTELLIGENCE ACT

This thematic commentary analyses the core provisions and overarching themes of the EU Artificial Intelligence Act to provide readers with the information needed to understand, situate and implement this new piece of legislation in their practice.

The book offers a rich variety of views on one of the most challenging legal innovations of EU law. It analyses individual provisions exhaustively, where their relevance and complexity require specific analysis to guide their implementation, and thematically, where beneficial for a broader view of some of the strategic axes of the Act. Importantly, the chapters unpack connections both within the various components of the EU AI Act itself, as well as with other key instruments such as the Digital Services Act (DSA), the Digital Markets Act (DMA) and the General Data Protection Regulation (GDPR).

The Thematic Commentary thus provides in-depth coverage of key aspects of the EU AI Act, including detailed reviews of rules on prohibited practices, high-risk AI systems, governance structures, measures to support innovation such as regulatory sandboxes, or codes of 
conduct.

A companion website (bloomsbury.pub/eu-artificial-intelligence-act) provides updates and supplementary resources, including essential policy developments (such as the EU Digital Omnibus AI and related implementing measures), to help readers keep the Commentary aligned with the evolving EU AI governance framework.

Written by a curated selection of authors that include renowned academics, global ­practitioners, and institutional experts involved in the drafting process, this Commentary is a key authoritative source bringing together many different voices. Whether for legal practitioners seeking insights into the practical implementation of the EU AI Act, scholars, regulators and ­policymakers who need to understand the theoretical and policy implications of the Act, or students looking for an advanced analysis of the EU AI Act in context, this Thematic 
Commentary is the guiding reference on AI regulation in the EU.
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Online resources to accompany this book are available

at: bloomsbury.pub/eu-artificial-intelligence-act.

If you experience any problems, please contact

Bloomsbury at: onlineresources@bloomsbury.com
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Introduction to the Commentary


AThematic Path Through the EU AI Act

With the European Union (EU)’s Artificial Intelligence Act (AI Act), artificial intelligence moved decisively from the realm of aspiration into that of regulation. The complexity of the Act and that of the technology it regulates call for careful interpretation and clear guidance. This volume offers a guided tour of the Act, deliberately not as an article-by-article commentary.

We take a thematic route that follows the AI Act’s logic, the gradation of risk, the roles of actors, and the shape of the institutions, while continually mapping their interactions with the wider EU digital rulebook. This choice constitutes the book’s major added value. It allows readers to first perceive the overall architecture, and then connect it to the specific obligations, definitions, prohibitions, and procedures that practitioners are confronted with. In doing so, we acknowledge and complement existing commentaries that proceed with legal or operational analysis provision by provision, without mirroring them. Our aim is to provide both conceptual orientation and practical traction in a single coherent frame.

Europe is debating at scale simplification, competitiveness and regulation with unusual intensity. These debates will condition how the Act is implemented, interpreted and enforced. Implementation will unfold in phases. New bodies must be established and put in motion, standards will mature at different speeds, guidance is to arrive in instalments, and some uncertainty is inevitable. We are still at an early stage for both implementation and interpretation. This introduction, therefore, seeks to equip readers to operate amid moving parts rather than to offer premature certainties. As some analysis in this volume will reveal, devoting the necessary time and administrative capacity to fine-tune the implementation of the law may be a better strategic choice than reopening the text in the name of ‘simplification’.

The AI Act is a novel legal instrument in many different senses. It blends methods familiar from product safety with safeguards rooted in fundamental rights, all within a risk-based framework. It has attracted both enthusiasm and scepticism. Some question its scope, complexity, and global reach. Before passing judgment, the Act deserves to be understood on its own terms, in context and in interaction with adjacent regimes such as the General Data Protection Regulation (GDPR) and the Digital Services Act (DSA). Our stance in this regard is intentionally measured. The most immediate global effect of the Act may not be a direct export of its model – a direct export that, as a matter of fact, rarely occurs as such – but its catalytic role in stimulating regulatory thinking about artificial intelligence elsewhere. The real impact will only become visible as institutions are staffed, standards and common specifications consolidate, and supervision starts to bite. The EU’s political decision to regulate artificial intelligence differentiates it from other regions. The choice has already prompted others to think through governance for high-impact systems even when they do not adopt the same approach, and it has also met resistance that this book does not ignore.

A further contextual point concerns timing and institutional handover. Under the first mandate of Ursula von der Leyen (2019–2024), the European Commission focused on delivering the Act for adoption and getting it adopted. Now, it is time to deliver on implementation, and, following the establishment of the AI Office, to make sure this new Office fulfils the many tasks it was assigned. This reality constrains what can be done at speed and favours a realistic sequence of tasks. The AI Office does not, in any case, operate in a vacuum, and the way in which it builds its working methods, also in relation to all other relevant governance actors – including ­representatives of Member States – will be of crucial importance.

Again, the priority should be additional time and capacity, rather than rushing to simplify the legislative framework before it has had a chance to operate.


Howto Read this Volume and its Different Voices

Our method is synthetic analysis, with a thematic focus. Each chapter situates one element of the Act within a broader legal and policy landscape and then drills down to the provisions that matter in practice. Throughout, we trace the interaction with the wider digital rulebook because, within organisations, compliance with the Act will only succeed if it is coordinated with adjacent duties rather than bolted on. The benefit for the reader is twofold. First, there is a zoomed-out synthesis of the Act’s logic and political economy. Second, there is zoomed-in detail on definitions, obligations, procedures, and annexes that legal, compliance, and technical teams can use when building programmes. Different chapters use different tones quite deliberately. Some are doctrinal and granular, others are normative or comparative, and several are institutional. That variation reflects the Act’s mixed nature and the range of expertise it demands.



TheStructure of the Thematic Commentary

The volume is arranged in nine parts that move from context to foundational concepts to ­prohibitions to the detailed regime for high-risk systems, then to general-purpose models, to the instruments that support innovation, to governance, to monitoring and enforcement, and finally to the AI Act’s interaction with the rest of the EU digital framework. The content structure is designed to take the reader from first principles to operational decision-making without losing sight of the connections between areas.

Part I sets the conceptual ground. It asks why the Union chose an Artificial Intelligence Act at all and clarifies the law’s aims, including safety, fundamental rights, trust, and the functioning of the internal market. It then explains the scope of the law by reading Article 2 in light of the EU’s digital strategy, and it unpacks the definitions that allocate duties along the value chain, including the meanings of artificial intelligence system, provider and deployer. The opening part also introduces the risk framework and the means by which the Commission can keep annexes and lists up to date. It closes by explaining the mixed character of the Act, in which market surveillance logic meets rights-based constraints, and it shows what that blend implies for compliance strategies. Grouping these chapters together provides a common vocabulary and shared map before the reader meets the detailed obligations that follow.

Part II turns to the AI Act’s prohibitions and explains their rationale as safeguards against structural risks. The analysis covers the exploitation of vulnerabilities and manipulation, the categorical ban on social scoring and on the pair of predictive policing and facial recognition, in which specific public-interest claims must be weighed within carefully delimited exceptions. It also examines the prohibition on emotion recognition in education and the workplace, and unpacks the biometric surveillance cluster and its exceptions, including rules governing certain uses in public spaces. Read together, these chapters set out the theory that, in certain settings, risk to rights and democratic values is such that prohibition is the only proportionate response.

Part III is the practical core for high-risk systems. It begins with classification under Articles 6 and 7 and explains how Annexes I and III, along with other updating mechanisms, shape the list over time. It then outlines the obligations of providers, including risk management, quality management, and post-market duties, and explains the identification and duties of deployers, and how context affects responsibility. A chapter on conformity assessment sets out the routes, documentation, and assurance requirements. A separate chapter focuses on the Fundamental Rights Impact Assessment (FRIA) and its relationship with other forms of assessment in EU law. Further chapters address data and data governance under Article 10 AI Act, accountability and transparency across documentation and instructions, human oversight as a design requirement, and accuracy, robustness and cybersecurity as performance and resilience benchmarks. Part III closes by mapping responsibilities along the value chain, explaining the roles of importers and distributors, showing how harmonised standards and common specifications interact with obligations, and setting out the meaning and role of certificates, declarations, CE marking, and registration. This central section is intended for use when scoping projects, building technical files, and making decisions about design, testing, and monitoring.

Part IV turns upstream to general-purpose models. It explains the transparency and documentation duties that enable downstream compliance, and it analyses the special case of models that create systemic risk, including the triggers for that label and the additional mitigation measures that follow. Grouping these chapters together reflects the policy choice to recognise that certain models, by virtue of their scale or generality, raise governance challenges that are not confined to a single application context.

Part V explores the instruments that support innovation. It examines the design of regulatory sandboxes that allow responsible experimentation while protecting participants and third parties. It also details the tools that assist small and medium-sized enterprises, including proportionality measures and capacity building. The placement of this material underscores that a risk-based law must pair guardrails with credible enablers.

Part VI explains who will steer, advise and coordinate implementation. One chapter describes Union-level governance through the AI Office, the AI Board, the Advisory Forum and the Scientific Panel, and clarifies their mandates and relationships. The next turns to national competent authorities, cooperation and notification procedures, and shows how the multi-level structure is supposed to hold together. Read together, these chapters outline the source of strategic guidance and how the centre and the Member States will share work.

Part VII treats compliance as a life cycle. It explains post-market monitoring and feedback loops in practice. It surveys enforcement from supervisory checks to coordinated action and then examines the right to explanation in relation to transparency tools elsewhere in the Act and in EU law. A final chapter maps remedies and penalties, showing the sanctioning architecture and the routes to redress. The sequence in this part moves from learning about systems in the wild to acting when things go wrong to empowering affected persons.

Part VIII foregrounds soft law and capacity building. It examines codes of conduct and Commission guidelines, and it considers when voluntary pathways can complement binding duties. It also explores artificial intelligence literacy and argues that competent organisations and informed publics are conditions for meaningful oversight. By placing this material after enforcement, the commentary signals that culture and competence are not afterthoughts but part of how the Act will work in real settings.

Part IX closes the volume with the interaction between the Act and the rest of the EU digital rulebook. Separate chapters treat consistency with the General Data Protection Regulation, interfaces with the Digital Services Act, the relationship with civil liability, and the interplay with the Digital Markets Act and the Data Act. The aim is practical. We cannot implement the AI Act in isolation, so this final part shows how to align overlapping obligations, reconcile different risk definitions, and avoid duplication or contradiction. This is also where the thematic approach pays off, because only a cross-regime lens makes sense of how the Act will be applied within organisations.

Across the EU, calls for simplification and for boosting competitiveness will shape guidance, standardisation priorities and the pace of enforcement. The AI Act is to enter into force in stages, and early institutional tasks, notably the further staffing of the AI Office, as well as interaction in the multi-level and multi-stakeholder AI governance, will influence everything that follows. Two premises guide this book. Delays and uncertainty are normal features of a frontier regime. The best response is to invest in capacity and allow time to stand up governance, issue guidance, and learn from post-market monitoring, rather than reopening the text in a hurried manner, which would undermine regulatory certainty and frustrate the efforts of AI operators who have embraced EU regulation and invested in aligning with it.

The AI Act is ambitious and, to a certain extent, experimental. This introduction does not claim victory or failure. The Act’s indirect global effects on agenda setting, standards priorities, and organisational expectations may outstrip its formal extraterritorial pull in the short term. Precisely because the real impact is still to be seen, readers benefit from analysis that is candid about uncertainty and rigorous about detail. The EU’s decision to regulate artificial intelligence has already spurred discussion elsewhere, even where legal traditions and policy choices diverge. This book is intended to help readers understand what the EU has built before they decide whether to emulate it, adapt it, or resist it.

What this Commentary Enables

This book’s editorial effort had three main goals. First, we wished to offer conceptual clarity through a zoomed-out synthesis of the AI Act’s logic, the role of risk and the blend of product safety methods and rights-based safeguards. Second, we wanted to provide operational depth through zoomed-in treatments of each cluster of obligations and of the actors they bind, anchored to articles, annexes and conformity assessment pathways. Third, we aimed to contribute to regulatory alignment by mapping the AI Act to the GDPR and the DSA, as well as to liability and competition frameworks, because success will depend on coordination across regimes rather than isolated compliance. The final ambition is to meet practitioners where they are while providing scholars and policymakers with a disciplined framework for debate as the AI Act’s application matures. Whether these goals and ambitions are met or not, it is not for us to say, but we wish to contribute a reliable map for navigating this experimental regime as it evolves from legislative promise to lived reality.

Gianclaudio Malgieri

Gloria González Fuster

Alessandro Mantelero

Gabriela Zanfir-Fortuna
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Key Issues




1

The EU AI Act: The Objectives of the Law (Article 1)

GIANCLAUDIO MALGIERI


1.1.Introduction1 

The EU Artificial Intelligence Act (AI Act) represents one of the most comprehensive legislative initiatives to regulate AI systems worldwide. At its core, Article 1 delineates the scope and mission of the Regulation. Accordingly, this chapter will mostly address the general objectives, historical background, approach and critical elements of the AI Act, trying to follow the wording in Article 1, which we might consider as a good ‘abstract’ of the whole law.

Article 1 declares a dual objective: to foster the uptake of ‘human-centric and trustworthy’ AI in the EU’s internal market while ensuring a high level of protection for public interests and fundamental rights.2 In practice, this means the AI Act seeks to promote innovation in AI technology and its beneficial uses, but not at the expense of European values such as health, safety, democracy, and the rule of law. The inclusion of values like democracy and environmental protection alongside fundamental rights reflects the Act’s broad ambition and should be read in synergy with the Council of Europe’s Convention on AI;3 although it should be noted that terms like ‘democracy’ are not themselves fundamental rights in the strict sense (i.e., not explicit rights in the EU Charter).

By foregrounding both fundamental rights and safety concerns, Article 1 signals that AI governance in the EU must strike a careful balance between protecting core values and enabling technological progress.4 

Article 1(2) delineates the scope of the AI Act by listing the key regulatory measures it ­introduces. These include:


	Harmonised rules for AI systems entering the EU market or being put into service, ensuring a uniform approach across Member States (avoiding a patchwork of national regimes).

	Prohibitions of certain AI practices that pose unacceptable risks, i.e. uses of AI deemed contrary to Union values or fundamental rights (for example, exploitative techniques or social scoring systems).

	Specific requirements for high-risk AI systems and corresponding obligations on operators (providers, users, etc), such as rigorous risk management, data governance, and human ­oversight in designated high-stakes domains.

	Transparency obligations for AI systems that interact with humans, generate deepfakes, or are used for emotion recognition or biometrics, so that people know when they are interfacing with AI or subject to AI-generated content.

	Rules for general-purpose AI (added during the legislative process to address foundation models) to ensure that foundational AI models comply with safety and transparency ­requirements when they are placed on the market or integrated into high-risk systems.

	Mechanisms for oversight and enforcement, including market surveillance and the creation of governance structures (such as national supervisory authorities and a European AI Board) to monitor compliance.

	Measures to support innovation, notably regulatory sandboxes and incentives for small and medium-sized enterprises (SMEs) developing AI, to encourage experimentation and growth under regulatory guidance.



By articulating these elements, Article 1 defines the AI Act’s comprehensive approach: a risk-based framework that ranges from outright bans of harmful AI, through strict controls on high-risk AI, to lighter transparency rules for limited-risk AI, and no obligations for minimal-risk AI systems. This layered structure is crucial to the Act’s design and is foreshadowed in Article 1’s enumeration of topics. Notably, commentators have observed that tailoring regulatory obligations to the level of AI risk is a sensible and proportionate approach.5 

In sum, Article 1 serves as a mission statement for the AI Act, marrying the goal of EU-wide regulatory harmonisation (to prevent fragmentation of the internal market) with the principle of ‘AI for good’, i.e. AI development that respects fundamental rights and societal values. It also implicitly underlines that, as an EU regulation based on the internal-market legal basis, the AI Act will preempt divergent national AI rules, ensuring the free movement of AI systems and AI-powered products/services across the Union. This reflects the EU’s belief that trust in AI is a prerequisite for its uptake and cross-border growth. The dual nature of the AI Act is also reflected in its legal bases: Article 114 of the TFEU (internal market) and Article 16 of the TFEU (data protection), as regards law enforcement and data protection rules.6 



1.2.Historical Context and Legislative Intent

The enactment of Article 1 (and the AI Act as a whole) is rooted in the European Union’s strategic decision to take early legislative action on AI.7 Politically, the European Commission and Parliament were motivated by a desire to ‘be the first’ to set comprehensive rules for AI, shaping global norms in line with EU values. Indeed, the AI Act has been touted as the world’s first ­horizontal AI law, aiming for a ‘Brussels effect’ similar to that of the GDPR – in other words, to serve as a global blueprint for AI governance.8 This ambition was voiced as early as the Commission’s 2020 White Paper on AI,9 which advocated a framework to achieve both excellence and trust in AI, and was further reflected in the Commission’s April 2021 proposal for the AI Act.10 

Article 1’s emphasis on human-centric, trustworthy AI and on protecting rights and safety echoes the rhetoric of the ‘High-Level Expert Group on AI’s guidelines’11 and of the European Commission White Paper, which stressed that lack of trust in AI could undermine AI uptake and that the EU should intervene to set ‘the global gold standard’ for AI governance.12 

From a legislative history perspective, Article 1 also illustrates the balance of interests that EU lawmakers intended to strike. The wording originates in the Commission’s draft Article 1, which cited the improvement of the internal market and a high level of protection of health, safety, and fundamental rights as primary aims. During negotiations, the European co-legislators (Council and Parliament) reinforced certain aspects of these aims – for example, adding explicit references to environmental protection13 and the inclusion of general-purpose AI in the Act’s scope.14 The Regulatory Impact Assessment preceding the Act had highlighted the risk of Member States adopting divergent AI rules or ethical codes, leading to legal fragmentation in the single market.15 Lawmakers were keen to avoid a repeat of this scenario: Recital 3 of the AI Act accordingly warns that ‘diverging national rules may lead to fragmentation of the internal market’ and reduced legal certainty for AI operators, underpinning Article 1’s call for Union-wide harmonised rules. In the same Recital, the drafters affirm the intent to ensure a consistent and high level of protection throughout the Union for trustworthy AI while preventing regulatory divergences that could hamper the free circulation and uptake of AI technologies.16 

Another point of contention during the legislative process was the extent to which law enforcement and security uses of AI should be constrained in order to protect fundamental rights. The provisions on remote biometric identification, for instance, became a flashpoint: some Member States (notably France)17 pushed for wider exceptions to allow AI-based surveillance in the name of public safety (e.g. for the 2024 Olympics),18 whereas civil society and other states urged stricter bans to safeguard privacy and avoid mission creep.19 The final text of the Act represents a political compromise between these safety and security interests on one hand and fundamental rights concerns on the other.

Another key aspect of legislative intent evident in Article 1 is the dual legal basis behind the Act. The primary legal basis is Article 114 TFEU (internal market harmonisation), reflected in Article 1’s goal of improving the functioning of the internal market. However, for certain provisions (notably those concerning the use of AI in law enforcement contexts that implicate personal data, such as remote biometric identification), the Act also relies on Article 16 TFEU (data protection).20 This is why Recital 3 explicitly mentions that, insofar as the AI Act lays down specific rules on the processing of personal data for law enforcement AI uses, consultation with the European Data Protection Board was appropriate. The inclusion of fundamental rights considerations – ‘enshrined in the Charter’ – in Article 1’s text signals that the legislature intended the AI Act to be a tool not only for market regulation but also for safeguarding core values. The Act was often described by its sponsors as aiming to strike a ‘balanced’ approach between innovation and fundamental rights.21 Recital 2 of the Act encapsulates this legislative intent, stating that the Regulation should be applied in line with Union values, ‘facilitating the protection of natural persons, undertakings, democracy, the rule of law and environmental protection, while boosting innovation and […] making the Union a leader in the uptake of trustworthy AI’. However, academic observers have noted that combining these objectives is institutionally challenging: the AI Act is essentially a hybrid of two classic EU legal traditions – product safety regulation and fundamental rights protection – and this combination can be uneasy if the structural differences between those traditions are not accounted for.22 

In short, Article 1’s text reflects the EU’s policy choice to marry competitiveness with responsible AI governance, preventing harm without stifling the tech industry. This ‘twin objective’ narrative was a central theme in legislative debates, with frequent references to ensuring Europe does not ‘miss the boat’ on AI innovation even as it leads on AI regulation.

It is also worth noting that the evolution of the AI Act during the legislative process influenced Article 1’s final wording. The fast-moving nature of AI technology (for instance, the rise of generative AI and foundation models in 2022–2023) prompted lawmakers to adjust the Act’s scope and objectives. The insertion of provisions on general-purpose AI (including Article 1(2)(3) in the final text) demonstrates the EU’s intent to future-proof the regulation. This was driven by the realisation that foundational AI models (like large language models) present new opportunities and risks that the original 2021 proposal did not explicitly cover. Thus, the legislative intent behind Article 1 was not static but adapted to emerging AI trends, reaffirming the commitment to keep the EU framework comprehensive and up-to-date. Ultimately, Article 1 emerged as a carefully negotiated statement of purpose, capturing the EU’s proactive regulatory philosophy: Europe ‘writes the rules’ for AI to ensure its development is aligned with European values and socio-economic objectives at home and potentially abroad.



1.3.Legal Interpretation and Comparisons with Other Frameworks

Interpreting Article 1 requires understanding how the AI Act fits within the broader ecosystem of tech regulation and fundamental rights law. By its own terms, Article 1 situates the AI Act as a lex specialis, providing harmonised AI-specific rules that are complementary to existing laws. Indeed, Recital 9 underscores that the AI Act is ‘without prejudice to existing Union law’ in areas such as data protection, consumer protection, fundamental rights, equality, health and safety, and product liability. Therefore, Article 1 should not be read as displacing other legal frameworks but rather as layering additional requirements focused on AI systems. In other words, the AI Act builds on a foundation of EU law that already governs many aspects of AI-related activities – it seeks to fill gaps and tailor rules specifically to AI while leaving general laws intact. This has important implications for legal interpretation: the AI Act must be applied in harmony with the GDPR, the Product Safety Directive, anti-discrimination laws, and so forth, to avoid contradictions and ensure individuals receive the full protection of all applicable laws.


1.3.1.Comparison with the GDPR

The General Data Protection Regulation (GDPR) is a key existing framework often discussed alongside the AI Act.23 Both laws share a fundamental-rights orientation – the GDPR protects the right to data protection and privacy, while the AI Act addresses a broader set of rights (non-discrimination, human dignity, etc) potentially impacted by AI. However, their scopes and regulatory techniques differ markedly. The GDPR applies whenever personal data is processed, imposing obligations directly on data controllers and processors and giving individuals enforceable rights over their data. The AI Act, by contrast, regulates AI systems regardless of whether personal data is involved. It is concerned with AI’s outputs and impacts (like safety or bias in algorithmic decisions) beyond just data protection. In practice, many AI systems will have to comply with both regimes: for example, an AI hiring tool processing personal data must respect GDPR principles (lawfulness, data minimisation, transparency to data subjects) and simultaneously meet the AI Act’s requirements for high-risk systems (e.g. risk management, data governance to avoid discriminatory outcomes).24 Article 1’s mention of fundamental rights ‘enshrined in the Charter’ (including the right to non-discrimination) signals this overlap in protecting individuals. Yet, the AI Act takes a different regulatory route from the GDPR. Rather than creating directly enforceable individual rights vis-à-vis AI system operators, the AI Act follows a product-safety model with ex ante conformity assessments and technical standards.25 This approach was inspired by the EU product regulation. Notably, under the AI Act, many high-risk AI systems will bear a ‘CE’ marking to indicate compliance with the Act’s requirements (much as machinery or toys are certified for EU market access). Scholars have observed that this extension of the product safety approach to encompass fundamental rights is novel and raises questions about effectiveness and legitimacy.26 

For instance, detailed implementation of AI Act requirements will be fleshed out via harmonised technical standards, a process typically led by private standardisation bodies rather than public fundamental-rights authorities. This is unusual, given that value-laden issues like bias or fairness are being translated into technical specifications. Still, the intent is that the AI Act and GDPR work in tandem: Recital 9 explicitly states that the AI Act is complementary to data protection law and leaves individuals’ existing rights and remedies under that law ‘unaffected and fully applicable’. In practical terms, this means if an AI system violates data protection or non-discrimination laws, those laws (e.g. GDPR fines or discrimination claims) can still be invoked alongside any AI Act enforcement. Conversely, compliance with the AI Act does not absolve an operator from other legal obligations. Article 1’s objectives thus align with the GDPR’s ethos of trustworthy technology, but the AI Act addresses risks beyond personal data and uses a more systemic, precautionary regulatory method. It is worth noting, however, that unlike under the GDPR, individuals harmed by an AI system do not gain a new personal right of action or complaint mechanism under the AI Act – enforcement is channelled through regulators. Commentators27 and regulators28 have critiqued this as a gap since affected persons cannot directly invoke the AI Act the way data subjects can invoke the GDPR. This difference in enforcement philosophy highlights the AI Act’s nature as a top-down market regulation instrument in contrast to the rights-centric, bottom-up elements of the GDPR.



1.3.2.Comparison with the Council of Europe AI Convention29 

In parallel with the EU’s legislative process, the Council of Europe (CoE) drafted a Framework Convention on Artificial Intelligence, which the EU and many Member States signed in 2024.30 Article 1 of the AI Act and the CoE Convention share a common DNA: both emphasise ensuring that AI is compatible with human rights, democracy, and the rule of law, while also enabling innovation.31 The CoE Convention, being the first international treaty on AI,32 mirrors many concepts of the EU Act (e.g. a risk-based approach, transparency and oversight obligations). However, the instruments differ in nature and enforceability. The AI Act is an EU regulation, binding on all EU Member States and directly applicable to private operators within the single market. Its primary focus, as Article 1 makes clear, is to regulate the placing on the market and use of AI systems in the Union, essentially an internal market regulation with fundamental-rights safeguards. The CoE AI Convention, on the other hand, is an international agreement that state parties must implement via national laws; it is more principle-oriented and can be joined by non-EU countries.

While the Convention is fully in line with the EU AI Act in terms of values and approach, it may not have the same level of detail or direct enforceability on private companies as the AI Act.33 One could say the Convention globalises the EU’s Article 1 objectives, extending the vision of trustworthy AI governance to a broader set of countries. For legal interpretation, Article 1 of the AI Act confirms the EU’s commitment to those fundamental principles, and it will likely influence how the CoE Convention’s obligations are understood (and vice versa). Crucially, nothing in Article 1 or elsewhere in the AI Act prevents EU Member States from adhering to stronger human-rights obligations under the CoE treaty; rather, the two frameworks are meant to be synergistic. In practical terms, an AI provider operating in Europe will face the AI Act’s concrete rules, while governments will also have to ensure their oversight regimes meet the standards of the Convention – both being driven by the shared aim of human-centric, rights-respecting AI.



1.3.3.Comparison with the Digital Services Act (DSA) and Platform Regulations

The Digital Services Act (Regulation 2022/2065) is another recent EU law that intersects with AI governance, though from a different angle. The DSA regulates online intermediaries and platforms, focusing on content moderation, removal of illegal content, algorithmic transparency for recommendation systems, and systemic risk assessments by very large online platforms (VLOPs).34 There is a clear conceptual overlap in that certain AI systems used by platforms (for instance, content-recommendation algorithms or automated content filtering) implicate issues of transparency and accountability, which both the DSA and AI Act address. However, Article 1 of the AI Act and the Act’s scope carefully carve out much of platform liability law to remain under the DSA’s regime. Recital 11 of the AI Act clarifies that nothing in the AI Act affects the liability exemptions for intermediaries under the e-Commerce Directive (now largely superseded by the DSA), meaning that hosting providers or platforms are not made liable by the AI Act for AI systems or outputs provided by third parties.35 This preserves the DSA’s cornerstone principle that online intermediaries are generally not liable for user-provided content absent actual knowledge or control. In other words, if a platform simply hosts an AI-powered service made by someone else, the platform’s liability (or lack thereof) is governed by the DSA, not the AI Act. On the other hand, if an online platform develops or deploys its own AI system (for example, an AI-driven content moderation tool or a generative algorithm that produces content), then it must comply with the AI Act as an operator of that system. Here we can see a complementary application: the platform must follow AI Act rules for its AI system (say, implement risk management and transparency if it is high risk), and simultaneously adhere to any DSA obligations (such as conducting a broader systemic risk analysis of its services, which might include risks from AI algorithms). The two laws thus operate at different layers – the AI Act regulates the AI technology itself and its ex ante compliance, while the DSA regulates the provision of online services and their societal impacts. Article 1’s internal-market orientation (‘harmonised rules for the placing on the market … of AI systems’) means it does not directly tackle platform governance questions like illegal content or freedom of expression online: those remain squarely within the DSA’s scope. A concrete distinction is that the AI Act mandates transparency to users when they are interacting with an AI system (Article 52; e.g. a chatbot must disclose that it is AI), whereas the DSA mandates transparency to recipients of services about why they see certain content (e.g. an explanation of ranking or recommendation algorithms on a platform). Both seek to increase algorithmic transparency, but in different contexts and via different legal tools. In summary, Article 1 confirms the AI Act as lex specialis for AI products and systems, while the DSA (and related digital regulations) continue to govern online intermediary obligations. They are designed to work in parallel, and the AI Act explicitly avoids undermining the DSA’s provisions (a point reinforced by Recital 11). Other interesting areas of overlap include protection against aggressive or manipulative practices and impact assessment requirements (see Chapter 38 below).



1.3.4.Comparison with Non-Discrimination and Other Fundamental Rights Laws

Protecting equality and non-discrimination is one of the AI Act’s explicit aims (Article 1 references the EU Charter, which includes equality before the law and non-discrimination). Yet the AI Act does not replace or subsume existing non-discrimination laws – those remain fully in force. For instance, EU directives and national laws prohibiting discrimination in employment, education, access to goods and services, etc, will continue to apply to decisions made by or with the help of AI systems. Article 1’s significance is that it brings these human-rights considerations into the design and deployment stage of AI systems, rather than leaving harm to be remedied only after the fact. In practical terms, an AI system used for hiring or credit scoring (both classified as high-risk domains under Annex III of the Act) must be developed and tested in a way that prevents discriminatory outcomes, and providers will need to document and mitigate bias risks.36 These obligations complement non-discrimination law: if a person is adversely affected (say, an AI system unfairly rejects a job applicant based on race or gender), that individual can still invoke anti-discrimination law in court. The AI Act itself does not give victims a direct cause of action for damages, but it empowers regulators to prevent and correct biases ex ante, hopefully reducing the occurrence of such violations. Another area to consider is employment and labour law. Recital 9 explicitly notes that the AI Act should not affect Union or national laws on working conditions and workers’ rights. This was meant to reassure stakeholders that the AI Act won’t, for example, legitimise AI-driven workplace surveillance or algorithmic management practices that conflict with labour rights or privacy – those issues remain governed by labour law and workplace regulations. Similarly, rights like freedom of expression, privacy, and access to justice continue to be protected by existing law (the EU Charter, the European Convention on Human Rights, and national constitutions), and the AI Act must be interpreted in harmony with them. Article 1’s objective of protecting the rule of law and democracy suggests that when applying the Act, authorities should be mindful of not just technical compliance but also broader constitutional values – for instance, ensuring AI is not used in ways that unduly restrict free speech or due process. In essence, Article 1 establishes a bridge between EU internal market law and EU fundamental rights law, bringing them together under one regulatory umbrella for AI. This bridging function means Article 1 should be read in light of both sets of legal principles, and any ambiguities in the Act can be clarified by referring back to its stated aims of upholding fundamental rights and safety.

Finally, compared to traditional product safety legislation (such as the Machinery Directive or the Toy Safety Directive), Article 1 signals a broader regulatory scope. Classic product regulation primarily concerns physical safety and health risks. The AI Act, while modelled on that framework (harmonised standards, CE marking, conformity assessments, etc),37 explicitly extends to fundamental-rights impacts. As one analysis notes, the AI Act ‘takes a different route’ from prior tech regulations by drawing on European product safety rules as its inspiration rather than on data protection or online platform laws.38 

Consequently, the interpretation of Article 1 must accommodate both tangible harms (like an AI control system causing physical accidents) and intangible harms (like an AI decision system causing unjust discrimination or invasion of privacy).39 This holistic approach sets the AI Act apart from any single existing legal framework; it is inherently cross-cutting. For example, where an EU anti-discrimination directive would outlaw biased outcomes in specific sectors, and product safety law would cover defects causing physical injury, the AI Act attempts to regulate the AI system before those outcomes occur, addressing bias, transparency, and robustness in design and deployment. This preventive, risk-based orientation is why Article 1 can be seen as creating a bridge between the internal market and fundamental-rights dimensions of EU law. The trade-off is that the Act leans on product safety mechanisms not traditionally used for fundamental-rights enforcement, which raises ongoing questions about how effectively those values will be safeguarded in practice.40 



1.4.Critical Assessment of Article 1’s Framework


1.4.1.Strengths

Article 1 of the AI Act has been widely praised for articulating a clear and ambitious mission, one that reflects European values and strategic objectives towards AI ‘adequacy’ from a fundamental rights perspective.41 A key strength is its comprehensiveness: Article 1 frames the AI Act as a broad, horizontal law addressing AI across all sectors. This comprehensive scope helps prevent loopholes that could arise if regulation were too piecemeal or limited only to certain industries. It also ensures legal predictability for AI developers and users within the EU: rather than navigating 27 different national AI regimes or a patchwork of sectoral rules, they have a single overarching framework. Such harmonisation is expected to foster the internal market for AI systems (as Article 1 intended) by removing barriers to cross-border AI services. In effect, the AI Act’s very breadth, proclaimed in Article 1, provides clarity that ‘AI systems’ broadly will be subject to some rules, avoiding uncertainty over what is or isn’t covered.42 Another strength is the Act’s explicit grounding in fundamental rights and EU values. By foregrounding protections for health, safety, and fundamental rights in Article 1, the Act sets a high standard that AI systems should meet to be considered ‘trustworthy’. This focus has been commended as crucial for maintaining public trust in AI, a necessary condition for AI’s societal acceptance and uptake. In other words, the Act’s philosophy (often summed up as ‘no trust, no use’) aligns with the view that innovation can thrive in the long run only if it respects people’s rights and expectations.

Clear declarations in Article 1 that AI should serve human-centric values provide a strong mandate to interpret and enforce the Act in a manner that prioritises fundamental rights. Importantly, Article 1’s text also signals a proportionate, risk-based approach, which is a strength in terms of regulatory design. It recognises that not all AI poses the same level of risk, and thus avoids a one-size-fits-all strangling of innovation. This graduated approach – from no regulation on minimal-risk AI, through transparency for limited-risk, up to strict requirements and even bans for the highest-risk uses – has been noted by scholars as a rational way to regulate AI.43 

Low-risk AI is largely left free to develop (subject only to voluntary codes of conduct), whereas higher-risk AI is carefully controlled. This sliding scale is seen as a balanced solution that regulates ‘just enough’ to address harms while encouraging beneficial AI applications. Indeed, some academics had recommended a risk-focused method even before the Act was drafted, arguing that policymakers should target the specific risks AI poses rather than try to define ‘AI’ too rigidly.44 

The AI Act realises that approach. Furthermore, the inclusion of support for innovation (such as sandboxes and SME exceptions)45 in Article 1(2)(g) shows the drafters were attentive to avoiding undue burdens on researchers and startups. This built-in flexibility can help Europe nurture AI talent and companies under the umbrella of clear rules. It reflects a regulatory ­humility that welcomes experimentation (under oversight) so that beneficial AI can flourish.

Moreover, the AI Act’s reliance on standards46 and conformity assessment47 can be viewed as a pragmatic strength. It leverages existing industrial frameworks and technical expertise for compliance, potentially making it easier for companies to operationalise the Act’s requirements. For example, instead of the law spelling out every technical detail, Article 1 foreshadows that much compliance will be achieved via harmonised European standards for AI quality management, risk management, etc. Using the tried-and-true New Approach to product regulation, the Act allows flexible technical solutions to meet its goals. This means that as technology evolves, standards can be updated more quickly than legislation. In theory, this approach marries innovation with compliance: companies can adhere to standards (which they may help develop) to earn a ‘CE’ mark for their AI system, providing an EU-wide passport for their product. The fact that Article 1 ties the Act to an internal market rationale and lists all the key regulatory components upfront also gives the Act a strong legal backbone, reducing uncertainty about its scope. By defining at the outset what the Regulation covers (from prohibited practices to high-risk requirements to governance structures) Article 1 contributes to legal certainty and foreseeability. Stakeholders know, from day one, the broad contours of what the Act will do. This clarity in objectives can guide interpretation of ambiguous provisions later in the Act (indeed, courts and authorities often refer back to Article 1 and the recitals to resolve uncertainties in specific articles). Overall, the consensus among many European jurists is that the AI Act’s bold objectives and comprehensive scope, as set out in Article 1, give it the potential to be a global benchmark for AI governance in the same way the GDPR became for data protection.48 



1.4.2.Weaknesses and Critiques

Despite its strengths, Article 1 (and the AI Act as a whole) has faced several critiques. One major line of criticism concerns the vagueness or breadth of certain concepts in the Act’s objectives, which could undermine legal predictability. For example, the goal of promoting ‘trustworthy AI’ is laudable but inherently abstract; some commentators question how consistently this can be translated into concrete legal standards.49 Likewise, the definition of an ‘AI system’ itself (provided in Article 3, not Article 1) was initially so broad that it risked covering trivial software; although that definition was tightened in the final text, there remain questions about borderline cases. Article 1 does not itself define ‘AI’,50 yet it sets the tone by indicating the Act’s very broad scope (covering all AI systems and even foundational models). Some have noted that the term ‘AI’ in the Act functions as an ‘empty shell’: the real filters are the risk categories and use cases that determine obligations.51 Similarly, including political values like democracy and the environment in Article 1’s protective scope, while normatively positive, could create uncertainty: How directly must an AI system’s harms implicate ‘democracy’ or ‘the rule of law’ to be relevant under the Act?

These ambiguities may pose challenges for enforcement and compliance, as companies might be unsure whether a given AI application falls under a value-laden provision. Over time, guidance and jurisprudence will need to clarify these open-ended terms (potentially narrowing or explicating what ‘AI that contravenes democratic values’ really means).

Another critique targets the risk-based approach as potentially under- (or over-) inclusive in practice. Some argue that the list of high-risk AI uses (Annex III of the Act) is not comprehensive and may omit systems that deserve oversight, or, conversely, that it may classify some relatively low-risk uses as ‘high risk’ due to political compromises.52 Since Article 1 itself only broadly references the tiered approach (prohibitions for the worst risks, specific requirements for high risk, etc), it does not resolve debates about the proper categorisation of AI systems. Critics have pointed out that several AI applications with significant societal impact are left outside the high-risk Annex III list and thus subject to little or no obligation under the Act. For example, as one analysis highlighted, potentially risky AI in sectors like media, financial trading, (most types of) insurance, (most types of) chatbots, recommender systems, and pricing algorithms are not included as high risk due to the Act’s narrow classification approach.53 

These omissions could mean that AI systems capable of causing substantial harm might evade the Act’s ex ante controls simply because they fall in an unregulated category. The Act does include a mechanism to update Annex III via delegated acts to add new high-risk use cases or remove ones that no longer warrant strict regulation.54 While this flexibility is commendable for keeping pace with technology and societal evolutions,55 we could expect that the European Commission might be conservative towards new high-risk categories, and this rigid top-down approach might be fallacious and far from the real-life experiences of harms to individuals in a situation of vulnerability.56 

In short, a risk-based framework is only as good as its calibration: finding the sweet spot of what to classify as high risk will be an ongoing challenge, and Article 1’s lofty language cannot by itself guarantee that the line has been correctly drawn. Researchers have also noted a conceptual shortcoming in the Act’s risk scheme: it lacks an explicit risk–benefit analysis. The law assesses the risks of AI uses, but does not formally weigh those risks against the potential benefits, a step that could arguably lead to more nuanced categorisation or exceptions.57 The absence of such a balancing test means the Act leans heavily on a precautionary logic (minimise risk), which some say may undervalue societal benefits in certain cases.

Perhaps the most significant criticisms revolve around enforcement58 and practical oversight, often framed as concerns about an overreliance on self-regulation or insufficient external control. The AI Act heavily leans on providers themselves to assess and ensure the compliance of their high-risk AI systems (through internal conformity assessment in many cases). While Article 1 proclaims lofty objectives, the real question is whether the compliance mechanisms will deliver on those promises. Notably, many high-risk AI systems under the Act do not require a third-party conformity assessment before they are deployed. Under the final rules, only certain especially critical high-risk systems (like those already falling under EU safety regimes for medical devices, machinery, etc) will need an independent ‘notified body’ to audit their AI compliance; other high-risk systems can be self-assessed by the provider. This has raised concern that the Act might devolve into a check-the-box exercise by companies rather than a robust gatekeeping of harmful AI. As observed in a critical review of the Act, strong lobbying during the legislative process resulted in an overreliance on self-certification, self-regulation and poor oversight and investigatory mechanisms in the final text.59 

In that view, the AI Act’s enforcement architecture leaves too many foxes guarding the henhouse, which could undermine the very fundamental rights Article 1 vows to protect.60 For instance, if a company deploying a high-risk AI system only undergoes an internal check, there is a risk that profit motives or cognitive bias might lead it to downplay or overlook the system’s flaws. Some legal scholars argue that truly high-impact AI (for example, AI with far-reaching societal effects or advanced general-purpose AI that could be repurposed in harmful ways) should undergo stricter scrutiny by independent experts or public authorities rather than reliance on the provider’s word. The Act’s current design may fall short of Article 1’s promise unless mechanisms for accountability are strengthened.

In a related vein, the Act’s reliance on harmonised standards has been critiqued as a form of ‘privatised’ regulation. While technical standards can provide valuable guidance for compliance, civil society groups worry that important decisions about AI safety and ethics will effectively occur in opaque standard-setting committees dominated by industry interests. This poses a legitimacy problem: the public values mentioned in Article 1 (like equality, transparency, and fairness) could be diluted if the detailed standards do not fully embody those values.61 If, for example, a harmonised standard for bias mitigation in AI is too lenient (perhaps to accommodate what is technologically convenient or cost-effective for companies), a provider could formally comply (earning a CE mark) yet still deploy an AI system that inadequately protects individuals. Thus, there is a tension between the Regulation’s flexibility (delegating specifics to technical standards and future updates) and the need for democratic accountability and stringency in protecting rights. The novelty of entrusting fundamental-rights matters to private standardisation bodies and notified bodies has not been lost on experts.62 

European Standard Organisations (ESOs) and certification bodies are traditionally geared toward technical and safety issues, not questions of ethics or societal impact, and they lack direct democratic oversight. Some commentators are calling for stronger public oversight and participation in the standardisation and conformity assessment processes to ensure the AI Act’s noble objectives are not lost in implementation.63 

In their view, regulators should closely monitor how standards are set (and possibly veto or amend standards that do not meet the Act’s fundamental-rights goals), and should ensure that notified bodies are competent to evaluate issues like algorithmic bias or privacy, not just mechanical safety. Without such measures, a gap could arise between Article 1’s principled commitments and the on-the-ground reality of compliance. Enforcement challenges are another potential weakness flagged by observers. Article 1 announces broad protections, but effective enforcement will determine if those are realised. The AI Act creates a multi-level governance system (involving national market surveillance authorities, a new EU AI Office, and a European AI Board) to police compliance. This is unprecedented: enforcement will involve not only classic product inspectors but also data protection authorities and equality bodies for fundamental-rights issues (given Article 1’s wide scope) under a coordinated structure. Ensuring that these bodies work together poses a significant challenge. There may be uncertainty over jurisdiction: for example, if an AI system causes discriminatory outcomes, should that be handled by the product safety regulator under the AI Act or by an equality body under anti-discrimination law? Article 1 and Recital 9 indicate the regimes are complementary, but on the ground, overlapping mandates could complicate enforcement. Moreover, many national regulators currently lack expertise and resources in AI. Evaluating complex algorithms or auditing training datasets for bias is a non-trivial task requiring new skills. Without substantial capacity-building, regulators might struggle to enforce the Act’s requirements effectively. If enforcement is weak, the risk is that the AI Act becomes a paper tiger: Article 1’s promise of a high level of protection would ring hollow if violations are not detected or penalised. There is also the question of extraterritorial enforcement – non-EU companies deploying AI in Europe must comply, but EU authorities may face difficulties holding them accountable (a challenge also seen with the GDPR).64 These practical issues mean that the effectiveness of Article 1’s protections will depend on political will, adequate funding, and international cooperation in enforcement, which are not guaranteed. Notably, the AI Act’s approach is one of maximum harmonisation: Member States are largely precluded from adding stricter requirements at the national level for AI systems within the Act’s scope. Some scholars caution that this could hamstring national regulators who might want to respond more aggressively to new AI risks or societal expectations.65 In other words, if the AI Act’s baseline is set too low and cannot be supplemented by Member State law, there is a danger of regulatory underreach in certain areas, a tension inherent in the internal-market harmonisation paradigm.

Another critique addresses innovation and competitiveness concerns. While Article 1 professes to support innovation, some in the tech industry worry that the cumulative compliance burden (especially for high-risk AI systems) could stifle smaller EU AI developers or deter AI investment in Europe.66 Indeed, the inclusion of innovation-fostering tools like sandboxes is an attempt to counterbalance this, but their success remains to be seen.

On the other hand, proponents counter that clear and uniform rules will create long-term certainty, possibly giving European AI a competitive edge in trustworthiness – the so-called ‘high-quality AI’ niche. Just as GDPR compliance has become a selling point for privacy-conscious consumers, compliance with the AI Act could become a mark of quality that international customers value. This debate – whether the AI Act will be a catalyst for trustworthy innovation or a brake on agile innovation – was central in discussions around Article 1’s objectives. The broad wording of the final text reflects an optimistic view that both goals can be achieved in tandem, but the true impact will only become evident as the law is applied in the coming years.



1.5.Conclusions

In summary, Article 1 is a strong declarative starting point for the AI Act, but its real-world effect will hinge on the detailed provisions and their application. Its strength lies in its visionary, rights-conscious framework, setting a unified direction for AI regulation and clearly stating the EU’s high-level goals. Its weaknesses lie in potential gaps between that vision and implementation: unclear edges of scope, reliance on self-regulation, and enforcement hurdles that could undermine the lofty aims. The drafters attempted to future-proof and balance the Act, but as AI technology evolves, regulators and courts will need to keep the spirit of Article 1 in focus to address new challenges. As one analysis noted, the AI Act’s innovative use of a product-safety style regulation for fundamental rights comes with ‘shortcomings’ that will need
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