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E U  R E G U L A T O R Y  A N D  C O M P L I A N C E  P R A C T I C E  

 
European Commission’s Proposal for a Regulation 

on Artificial Intelligence 

BY I RE NE KY RI AK IDE S ,  VIC TORI A ME RT IKOPO UL OU ,  AI TH R A ANTO NI ADO U,  I F I GENEI A AR GYR I   

 

On 21th April 2021, the European Commission 

(the “Commission”) published its highly 

anticipated draft proposal for a Regulation 

laying down harmonised rules on artificial 

intelligence (AI) (“Artificial Intelligence Act”)1, 

which, together with the Coordinated Plan on 

Artificial Intelligence 2021 Review2 and the 

Communication on Fostering a European 

approach to Artificial Intelligence3, form the AI 

Package of the European Commission and set 

the foundation for a coordinated European 

approach on the human and ethical 

implications of AI4.  

The proposed Regulation aims to pioneer and 

enhance the EU’s role in shaping global norms 

and standards and promoting trustworthy AI, 

while adopting a balanced approach between 

preserving the EU’s technological leadership 

                                                           
1 https://digital-strategy.ec.europa.eu/en/library/proposal-

regulation-european-approach-artificial-intelligence    
2 https://digital-strategy.ec.europa.eu/en/library/coordinated-

plan-artificial-intelligence-2021-review 
3 https://digital-

strategy.ec.europa.eu/en/library/communication-fostering-

european-approach-artificial-intelligence  
4 Further to the White Paper on AI - A European approach to 

excellence and trust of 19 February 2020. 

and ensuring benefits from new technologies5 

developed and functioning according to Union 

values, fundamental rights and principles. The 

European Commission’s proposal for a 

Regulation on artificial intelligence addresses 

the need for harmonized rules within the EU 

and improves the Member States 

competitiveness and industrial basis in AI.  

The proposed Artificial Intelligence Act 

constitutes an EU harmonizing legislation 

defining common mandatory requirements 

applicable to the design and development of AI 

systems before they are placed on the market 

(to be further operationalised through 

harmonised technical standards), also covering 

the way in which ex-post controls are 

conducted after AI systems have been placed 

on the market. The proposal constitutes a core 

part of the EU digital single market strategy 

with the primary objective to ensure the 

proper functioning of the internal market by 

                                                           
5 As noted in the Explanatory Memorandum, by improving 

prediction, optimising operations and resource allocation, and 

personalising service delivery, the use of artificial intelligence 

can support socially and environmentally beneficial outcomes 

and provide key competitive advantages to companies and the 

European economy. 

https://digital-strategy.ec.europa.eu/en/library/proposal-regulation-european-approach-artificial-intelligence
https://digital-strategy.ec.europa.eu/en/library/proposal-regulation-european-approach-artificial-intelligence
https://digital-strategy.ec.europa.eu/en/library/communication-fostering-european-approach-artificial-intelligence
https://digital-strategy.ec.europa.eu/en/library/communication-fostering-european-approach-artificial-intelligence
https://digital-strategy.ec.europa.eu/en/library/communication-fostering-european-approach-artificial-intelligence
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setting rules regarding products and services 

making use of AI technologies or provided as 

stand-alone AI systems. Harmonization 

purports to avert fragmentation of the internal 

market (esp. with regard to the requirements 

for the AI products and services, their 

marketing and use, liability and supervision), 

and ensure legal certainty for providers and 

users of AI systems on rules applying to those 

systems in the EU.  

The proposed Regulation shall establish the 

first regulatory regime of harmonised rules on 

AI world-wide and is part of a wider package of 

measures that address problems posed by the 

development and use of AI6 with a view to 

developing an ecosystem of trust in AI in 

Europe.  

                                                           
6 Other ongoing or planned initiatives of the Commission that 

also aim to address those problems, include the revision of 

sectoral product legislation (e.g. the Machinery Directive, the 

General Product Safety Directive) and initiatives that address 

liability issues related to new technologies, including AI 

systems.  

The proposed Regulation is also linked to the Data Governance 

Act, the Open Data Directive and other EU strategy for data 

initiatives.  

As regards its consistency with the existing EU legislation, the 

proposed Regulation shall be in line with the EU Charter of 

Fundamental Rights and the existing secondary Union 

legislation on data protection, consumer protection, non-

discrimination and gender equality. It shall be without 

prejudice to the General Data Protection Regulation 

(Regulation (EU) 2016/679) and the Law Enforcement 

Directive (Directive (EU) 2016/680), which it further 

complements. The proposal complements existing Union law 

on non-discrimination with specific requirements that aim to 

minimise the risk of algorithmic discrimination, in particular in 

relation to the design and the quality of data sets used for the 

development of AI systems complemented with obligations for 

testing, risk management, documentation and human oversight 

throughout the AI systems’ lifecycle. Moreoever, the proposal 

is without prejudice to the application of Union competition 

law. With reference to the high-risk AI systems which consist 

in safety components of products, the proposal shall be 

integrated into the existing sectoral safety legislation to ensure 

consistency.  

 

Regulation’s Subject – matter and Scope  

The proposed Regulation lays down:  

(a) harmonised rules for the placing on the 

market, the putting into service and the use of 

artificial intelligence systems (‘AI systems’) in 

the Union;  

(b) prohibitions of certain artificial intelligence 

practices;  

(c) specific requirements for high-risk AI 

systems and obligations for operators of such 

systems; (d) harmonised transparency rules for 

AI systems intended to interact with natural 

persons, emotion recognition systems and 

biometric categorisation systems, and AI 

systems used to generate or manipulate 

image, audio or video content;  

(e) Rules on market monitoring and 

surveillance.  

The new harmonized rules of the Regulation 

will be applicable to: 

(a) Providers established within the Union or 

in a third country placing on the EU market or 

putting into service AI systems within the EU;  

(b) Users of AI systems located within the EU 

and 

(c) Providers and Users of AI systems 

located in a third country in case the output 

produced by the system is used in the EU. 
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Definition of AI System 

The proposed Regulation establishes a clear 

and mutually accepted definition of AI System, 

providing, thus, legal certainty and a clear 

framework. In particular, according to Article 3 

“artificial intelligence system (AI system)” 

means: 

Software developed with one or more of the 

following techniques and approaches: 

- Machine learning including supervised, 

unsupervised and reinforcement learning; 

- Logic- and knowledge-based approaches 

including knowledge representation, inductive 

(logic) programming, knowledge bases, 

inference and deductive engines, (symbolic) 

reasoning and expert systems; 

- Statistical approaches, Bayesian estimation, 

search and optimization methods.  

that can, for a given set of human-defined 

objectives, generate outputs, such as content, 

predictions, recommendations, or decisions 

influencing the environments they interact 

with”. 

On the basis of a risk-based approach, AI 

systems may be classified as unacceptable risk 

systems, high-risk systems, limited risk systems 

and minimal risk systems. Even though the 

proposed Regulation foresees the 

unacceptable risk systems, namely the 

prohibited AI systems, and the limited risk 

systems, namely the AI systems with specific 

transparency obligations, the main part of the 

Regulation focuses on the high-risk systems; 

whereas AI systems that represent only 

minimal or no risk are not subject to 

restrictions under this Regulation. 

Prohibited AI Systems 

Article 5 of the proposed Regulation 

encompasses an exhaustive list of per se 

prohibited AI systems, which are deemed to be 

inconsistent with EU values and fundamental 

rights, as they are intended to distort human 

behaviour through manipulative or 

exploitative practices. In particular, the 

proposed Regulation prohibits AI systems 

which:  

 manipulate a person’s behaviour through 

subliminal techniques beyond its 

consciousness; 

 exploit any vulnerabilities of specific 

groups of persons such as children or 

persons with disabilities due to their age, 

physical or mental incapacities with the 

intention to distort their behaviour in a 

manner that leads or is likely to lead to 

their detriment; 

 provide social scoring of individual’s 

social behaviour for general purposes by 

public authorities or on their behalf, as 

such systems may lead to discrimination 
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and even exclusion of specific groups of 

persons7; 

 are intended to be used for 'real time' 

remote biometric identification in 

publicly accessible spaces for law 

enforcement purposes8, except for 

certain strictly limited and defined 

situations, where such use is necessary 

for public interest objectives. 

It is worth noting that other manipulative or 

exploitative practices affecting adults that 

might be facilitated by AI systems could be 

covered by the existing data protection, 

consumer protection and digital service 

legislation.  

Classification of High-Risk AI Systems 

AI Systems have to fulfil the following criteria 

in order to be classified as high-risk AI systems: 

(a) To be intended to be used as a safety 

component of a product or to be a product 

itself and  

                                                           
7 Such AI systems evaluate or classify the trustworthiness of 

natural persons based on their social behaviour in multiple 

contexts or known or predicted personal or personality 

characteristics. The social score obtained from such AI systems 

may lead to the detrimental or unfavourable treatment of 

natural persons or whole groups thereof in social contexts, 

which are unrelated to the context in which the data was 

originally generated or collected or to a detrimental treatment 

that is disproportionate or unjustified to the gravity of their 

social behaviour.  
8 This use is considered particularly intrusive in the rights and 

freedoms of the concerned persons, to the extent that it may 

affect the private life of a large part of the population, evoke a 

feeling of constant surveillance and indirectly dissuade the 

exercise of the freedom of assembly and other fundamental 

rights.  

(b) To undergo a third-party conformity 

assessment either as a safety component of a 

product or as a product itself.  

Annex III of the Regulation provides for an 

indicative list of high-risk AI systems intended 

to be used in the following areas: 

 Biometric identification and 

categorization of natural persons 

 Management and operation of critical 

infrastructure 

 Education and vocational training 

 Employment, workers management and 

access to self-employment 

 Access to and enjoyment of essential 

private services and public services and 

benefits 

 Law enforcement 

 Migration, asylum and border control 

management 

 Administration of justice and democratic 

processes 

However, the Commission is entitled to amend 

this list from time to time while assessing (a) 

the areas that AI systems are intended to be 

used and (b) the risk of harm to health and 

safety or the risk of adverse impact that the AI 

system may pose on fundamental rights that is 
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equivalent to or greater than the risk of harm 

of the high-risk AI systems of Annex III. 

Requirements for High - Risk AI systems 

Chapter 2 of the Regulation provides for an 

extensive list of mandatory requirements that 

high – risk AI systems shall comply with, taking 

into account their intended purpose and a risk 

management system implemented by the 

providers, as defined in Article 9 of the 

Regulation. More precisely, high – risk AI 

systems must inter alia comply with 

requirements relating to: 

 the high quality of training, validation and 

testing data sets which shall be subject to 

appropriate data  governance and 

management practices; 

 technical documentation demonstrating 

high-risk AI system’s compliance with the 

Regulation before the placement of the AI 

system in the market or put into service;  

 the capability of the high-risk AI system to 

enable the automatic recording of events 

('logs') while its operation, in order to 

safeguard a level of traceability of the AI 

system's functioning throughout its lifecycle 

(record keeping); 

 the assurance that high-risk AI system’s 

operation is sufficiently transparent to 

enable users to interpret the system's 

output and use it appropriately; 

Additionally, high-risk AI systems shall be 

accompanied by instructions for use in an 

appropriate form (Transparency and 

provision of information to users); 

 human oversight requirements aiming at 

the prevention or minimization of risks 

associated to health, safety and 

fundamental rights (human oversight); 

 achievement of an appropriate level of 

accuracy, robustness and cybersecurity;  

Providers’ Obligations  

Providers of high-risk AI systems, hence any 

natural or legal person, public authority, 

agency or other body that develops an AI 

system or that has an AI system developed in 

order to place it on the market or to put it into 

service under its own tradename/trademark, 

will have to: 

(a) Ensure that high-risk AI systems comply 

with the requirements of this Regulation 

(specifically with the requirements of 

Chapter 2); 

(b) Adopt a systematic quality management 

system in the form of written policies, 

procedures and instructions; 

(c) Draw-up the technical documentation of 

the high-risk AI system; 

(d) Keep the logs automatically generated by 

the high-risk AI systems in case such logs 
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are under their control by virtue of a 

contractual arrangement with users or 

otherwise by law; 

(e) Ensure that high-risk AI systems undergo 

the conformity assessment procedure prior 

to their placing on the market or putting 

into service; 

(f) Register in the EU database; 

(g) Take all necessary corrective actions; 

(h) Inform the national competent authorities 

and the Notified Body about the non-

compliance of high-risk AI systems and/or 

any corrective action; 

(i) Affix the CE marking; 

(j) Prove the high-risk AI system’s conformity 

to a national competent authority upon 

request; 

(k) Maintain for a period of ten (10) years 

after the AI system has been placed on the 

market or put into service technical 

documentation, documentation on quality 

management system and changes 

approved by Notified Bodies, decisions and 

other documents issued by Notified Bodies 

and the EU declaration of conformity. 

Importers’ Obligations  

Before placing a high-risk AI system on the 

market or putting it into service, Importers, i.e. 

any natural or legal person established within 

the EU placing on the market or putting into 

service an AI system that bears the 

tradename/trademark of another natural or 

legal person established outside the EU, will 

have to ensure that: 

(a) The appropriate conformity assessment 

procedure has been conducted by the 

Provider. 

(b) The Provider has drawn up the technical 

documentation. 

(c) The high-risk AI system bears the required 

conformity marking and is accompanied 

by the required documentation and 

instructions of use. 

In addition to the aforementioned obligations, 

the Importers will also have to: 

(a) Not place a high-risk AI system on the 

market that does not comply with the 

provisions of this Regulation 

(b) Inform the Provider and the Market 

Surveillance Authorities in case the high-

risk AI system poses an additional risk. 

(c) Indicate their name, registered 

tradename/trademark and their address 

on the high-risk AI system or (if not 

possible) on the packaging or the 

accompanying documentation. 

(d) Ensure that the appropriate conditions for 

high-risk AI systems’ storage or 
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transportation have been adopted and 

maintained while those systems are under 

their responsibility. 

(e) Provide all necessary information and 

documentation to national competent 

authorities (upon request) to demonstrate 

the conformity of the high-risk AI system. 

Distributors’ Obligations   

The Distributors of high-risk AI systems, hence 

any natural or legal person in the supply chain 

other than the Provider or the Importer, will 

have the following obligations: 

(a) To verify that the high-risk AI system bears 

the CE conformity marking and has the 

required documentation and instructions 

of use before making the AI system 

available on the market as well as that the 

Provider and/or the Importer have 

complied with the obligations of  this 

Regulation; 

(b) Not to make available on the market a 

high-risk AI system that does not comply 

with the provisions of this Regulation; 

(c) To ensure that the appropriate conditions 

for high-risk AI systems’ storage or 

transportation have been adopted and 

maintained while those systems are under 

their responsibility; 

(d) To take all necessary corrective actions, to 

withdraw or recall the high-risk AI system 

and/or to ensure that the Provider, the 

Importer or any relevant operator adopts 

those corrective actions; 

(e) To provide all necessary information and 

documentation to national competent 

authorities (upon request) to demonstrate 

the conformity of the high-risk AI system. 

Users Obligations  

The Users of high-risk AI systems and in 

particular any natural or legal person, public 

authority, agency or other body using the AI 

system under his/her/its authority, except 

where the AI system is used for personal non-

professional activity, shall: 

(a) Use the high-risk AI systems according to 

their instructions of use; 

(b) Organize their own resources and 

activities implementing the human 

oversight measures indicated by the 

Provider; 

(c) Monitor the operation of the high-risk AI 

system; 

(d) Keep the logs automatically generated by 

that high-risk AI system that fall under 

their control for a specific period of time; 

(e) Carry out a data protection impact 

assessment. 
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Transparency obligations for certain AI 

systems  

Providers shall ensure that AI systems 

intended to interact with natural persons are 

designed and developed in such a way that 

natural persons are informed that they are 

interacting with an AI system, unless this is 

obvious from the circumstances and the 

context of use. Users of an emotion 

recognition system or a biometric 

categorisation system shall inform of the 

operation of the system the natural persons 

exposed thereto. Users of an AI system that 

generates or manipulates image, audio or 

video content that appreciably resembles 

existing persons, objects, places or other 

entities or events and would falsely appear to 

a person to be authentic or truthful (‘deep 

fake’), shall disclose that the content has been 

artificially generated or manipulated. 

Supervision and Enforcement 

In order to ensure the supervision of the AI 

Regulation as well as its harmonised 

implementation across the Union, the 

Commission establishes a “European Artificial 

Intelligence Board”, i.e. a cooperation 

mechanism at Union level, which shall inter 

alia provide assistance to the Commission 

regarding the Regulation. 

EU Member States will also play a key role in 

the consistent application and supervision of 

the Regulation, as they shall establish and 

designate national competent authorities to 

supervise the application and implementation, 

as well as carry out market surveillance 

activities. Moreover, Member States shall 

appoint one national supervisory authority 

among the national competent authorities, 

acting as a as notifying and market surveillance 

authority, which will also represent the 

country in the “European Artificial Intelligence 

Board”. 

Post Market Monitoring – Market 

Surveillance 

Monitoring and reporting obligations for 

providers of AI systems with regard to post-

market monitoring and reporting and 

investigating on AI-related incidents and 

malfunctioning are provided. Market 

surveillance authorities would control the 

market and investigate compliance with the 

obligations and requirements for all high-risk 

AI systems already placed on the market and 

would have all powers under Regulation (EU) 

2019/1020 on market surveillance. Regulation 

(EU) 2019/1020 shall apply to AI systems 

covered by the Regulation. 

Ex-post enforcement should ensure that once 

the AI system has been put on the market, 

public authorities have the powers and 

resources to intervene in case AI systems 

generate unexpected risks, which warrant 
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rapid action. Moreover, they will monitor 

compliance of operators with their relevant 

obligations under the regulation.  

Codes of conduct 

Another important novelty of the Regulation is 

Article 69, which foresees the development of 

voluntary codes of conduct by individual 

providers of non-high-risk AI systems or their 

representative associations with a view to 

ensure that their AI systems are trustworthy.  

Final Remarks  

The proposed Regulation is based on a human-

centric approach with respect to EU 

fundamental rights, as well as to fostering the 

development, use of AI and innovation in EU 

internal market and making Europe fit for the 

digital age in preparation of the forthcoming 

Digital Decade. Once the European Parliament 

adopts this regulatory framework, it will be 

directly applicable across the EU, whereas the 

Commission will collaborate with Member 

States to implement the actions announced in 

the Coordinated Plan. 
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