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Proposal for EU Regulation of Artificial 
Intelligence published  

 

Summary 

The EU Commission has set out its proposal for a Regulation on a European 
approach for Artificial Intelligence (‘AI’). The 108 page proposal sets out 
harmonised rules for the development, placement on the market of and use of AI 
systems in the Union following a proportionate risk-based approach.  
Member States are required to lay down rules on penalties for infringements of 
the Regulation, with fines at a level of the higher of 30,000,000 euros or 6% of 
worldwide annual turnover for certain offences including the carrying out of a 
prohibited AI practice. Additionally, the proposed regulation imposes obligations 
in relation to reporting of serious incidents and of malfunctioning of AI systems 
which constitutes a breach of obligations under Union law.  
For more detail, see the full briefing below. 

 

Impact and actions - where AI meets Consumer: what 
does it mean for the Consumer sector? 

The regulation has vast implications for consumer, e-commerce and 
retail businesses, especially given the consumer sector’s huge 
emphasis on digitalisation and personalisation, the wideness of the 
definition of “AI Systems” to which it applies and its extra-territorial 
reach beyond the EU. It also has application, in different ways and with 
differing obligations, to developers, distributors and/or users of these 
AI systems. Consumer businesses will need to consider how the 
proposed regulation will affect their adoption (and potentially at times 
development of) AI and other technology falling under the wide 
definition of AI Systems as well as use of AI solutions with its end-
customers/consumers, whether in adoption and use of its automated 
warehouses and other smart technology, back office technology 
infrastructure and systems, increased focus on potential use of 
autonomous delivery solutions and drones, internet of things solutions, 
chatbots, customer personalisation and more. 

The regulation lays down harmonised rules for the placing on the market, the 
putting into service and the use of AI systems in the European Union; prohibits 
certain artificial intelligence practices; sets out specific requirements for high-risk 
AI systems and obligations for operators of such systems; and harmonises 
transparency rules and obligations 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; and  
rules on market monitoring and surveillance. 
The definition of AI systems is wide-reaching and, as such, will apply to AI and 
certain other technology.  

The regulation is designed to apply to AI systems operated/used in the EU but 
has extra-territorial reach. As such, although an EU Regulation, the legislation 
will be of relevance to suppliers and manufacturers of AI systems based outside 
the EU as its scope extends to providers placing AI systems on the EU market or 
putting AI systems into service in the EU, regardless of where they are based, 
as well as to providers and users of AI systems located outside the EU where 
the output produced by the system is used in the EU. A provider established 
outside the EU will (unless it has an importer) be required to appoint an EU 
based authorised representative for the purpose of the Regulation. As with 

 

 



2 

GDPR, it is expected to have a wide-reaching impact on shaping the legislative 
landscape for AI across the globe and, to a some extent, is expected to shape 
how many customers engage with adopting AI and how suppliers shape their AI 
products and services in a legally compliant way as a “high bar” by which to 
measure their approach to designing, selling, licensing and/or embedding 
ethical AI solutions, regardless of location.  

“High risk” AI systems will have to comply with a set of horizontal mandatory 
requirements for trustworthy AI and follow conformity assessment procedures 
before those systems can be placed on the Union market.  

Predictable, proportionate and clear obligations are also placed on providers and 
users of those systems to ensure safety and respect of existing legislation 
protecting fundamental rights throughout the whole AI systems’ lifecycle. This 
includes obligations in relation to use of data and information to be provided to 
end-users in certain situations.  

Companies who are located in the EU and/or sell or license into the EU should 
be cognisant of the proposed regulation when shaping their AI solutions for their 
customers and/or adopting and embedding AI in their businesses. Users of AI 
will also need to engage with the regulation in order to ensure compliance with 
law. 

If developing AI Systems or placing them onto the market and/or embedding AI 
solutions within your own businesses, now – more than ever - is the time to 
ensure you grapple with the implications of the proposed regulation and other 
relevant legislation and guidance in this area (where relevant) on your 
procurement or sales models, your messaging to your customers, your legal 
templates and your training to your business.  

 

RAG rating 

Impact in more than six months 
At national level, Member States will have to designate one or more national 
competent authorities and, among them, the national supervisory authority, for 
the purpose of supervising the application and implementation of the regulation. 
The European Data Protection Supervisor will act as the competent authority for 
the supervision of the Union institutions, agencies and bodies when they fall 
within the scope of this regulation. 
The Regulation will apply two years following its entry into force, which will be on 
the twentieth day following its publication in the OJEU, although certain sections 
may come into force earlier.  

 

Links 

ProposalforaRegulationlayingdownharmonisedrulesonartificialintelligencepdf.pdf 

 

For more information, contact: 

 

 
 
 
 
Charlotte Walker-Osborn 
Partner, international head of artificial intelligence, 
international head of technology sector 
 
M: +44 7799 075756 
@: charlottewalker-osborn@eversheds-sutherland.com 
W: www.eversheds-sutherland.com 

 

 

 

 

https://digital-strategy.ec.europa.eu/en/library/proposal-regulation-european-approach-artificial-intelligence
http://www.eversheds-sutherland.com/
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Proposal for EU Regulation of Artificial 
Intelligence published – full briefing 

 
The European Commission has published its proposal for the much anticipated European Union 
Regulation on AI: Regulation of the European Parliament and of the Council Laying Down Harmonised 
Rules on Artificial Intelligence (Artificial Intelligence Act) and Amending Certain Union Legislative 
Acts (the “Regulation”). 
 
The proposal for the Regulation has been expected for some time now; in particular following the 
February 2020 European Commission White Paper on AI and the adoption by the European 
Parliament in 2020 and 2021 of proposals on the regulation of AI, which was widely consulted on. 
Ultimately, the proposed Regulation aims to implement the objective for the development of an 
ecosystem of trust by proposing a legal framework for trustworthy AI. The aim, and challenge, is to 
create legislation that balances the risks and benefits of AI; ensuring that developers and deployers 
are accountable for the systems they create and use and that AI is transparent, trustworthy, human-
centric and ethically sound, with the need for rules to be both robust and sufficiently light-touch not 
to stifle innovation, whilst also being flexible enough to be future proof.  
 
Summary - What does the regulation do and who does it apply to? 

 

 
The regulation applies to:  

• providers placing on the market or putting into service AI systems in the Union, irrespective 
of whether those providers are established within the Union or in a third country;  

• users of AI systems located within the European Union; and 
• providers and users of AI systems that are located in a third country, where the output 

produced by the system is used in the Union. 
 
Although an EU Regulation, the legislation will be of relevance to suppliers and manufacturers of AI 
systems based outside the EU as its scope extends to providers placing AI systems on the EU market 
or putting AI systems into service in the EU, regardless of where they are based, as well as to 
providers and users of AI systems located outside the EU where the output produced by the system 
is used in the EU. A provider established outside the EU will (unless it has an importer) be required 
to appoint an EU based authorised representative for the purpose of the Regulation. Additionally, a 
number of companies are, as with GDPR, viewing the legislation as a “high bar” (with other relevant 
local legislation) against which to measure their approach to designing, selling, licensing and/or 
embedding ethical AI solutions, regardless of location. 
 
What AI systems does the Regulation apply to? 
 
The Regulation applies to “AI systems”, a term which is defined broadly as software that is 
developed with machine learning, logic or knowledge-based or statistical approaches or Bayesian 
estimation, search or optimization methods and which can, for a given set of human-defined 
objectives, generate outputs such as content, predictions, recommendations or decisions influencing 
the environments they interact with. This is a wide definition which will have wide-reaching effects 
on both AI and certain other technology despite its name. 
 
The Regulation does not, however, apply to AI systems developed or used exclusively for military 
purposes. Its application is also limited insofar as it relates to AI systems that are safety components 
of products or systems, or are themselves products or systems in certain circumstances detailed in 
the regulation. 

The regulation lays down:  
• harmonised rules for the placing on the market, the putting into service and the use of 

artificial intelligence systems (‘AI systems’) in the European Union;  
• prohibitions of certain artificial intelligence practices;  
• specific requirements for high-risk AI systems and obligations for operators of such systems;  
• 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; and  rules on market monitoring and 
surveillance. 
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High-risk AI systems 
 
The regulation sets out a mandatory regime for what it calls high-risk AI systems, i.e. systems that 
create a high risk to the health and safety or fundamental rights of natural persons. These fall into 
two categories. The first category covers AI systems used as a safety component of a product, or 
which are themselves products, covered by specified existing legislation (for example, relating to 
machinery, toys, lifts and types of equipment). The second category covers AI systems used for 
particular purposes within specified areas, broadly biometric identification and categorisation; 
management and operation of critical infrastructure; education and vocational training; employment; 
access to essential services and benefits; law enforcement; migration, asylum and border control; 
and administration of justice and democratic processes. There is also an ability for further AI systems 
to be added to the high-risk list in the future, where they are intended to be used in any of the 
specified areas and where a risk assessment demonstrates that they pose a risk of harm equal to or 
greater than that posed by the AI systems already categorised as high-risk. 
 
High-risk AI systems – obligations on providers 
 
A provider of a high-risk AI system (defined as a person or entity that develops an AI system, or has 
it developed, with a view to placing it on the market or putting it into service under their own name 
or trademark whether or not for payment) must ensure that the system complies with a number of 
requirements, including:  
 

• if the system uses techniques involving training models with data, the data sets must be 
relevant, representative, complete and error-free, must have the appropriate statistical 
properties and must also be subject to appropriate data governance and management 
practices; 

• the system must be designed and developed to ensure traceability of the system’s 
functioning throughout its lifecycle, to ensure transparency so that users can interpret the 
system’s output and use it appropriately, and to ensure that it is subject to human oversight 
and can be overridden by human control;  

• the system must be accompanied by user instructions complying with a list of 
requirements; and 

• the system must perform consistently in terms of accuracy, robustness and security. 
 
The provider must also: 
 

• put in place a risk management system covering the whole lifecycle of the system; 
• put in place a quality management system to ensure compliance with the Regulation; 
• draw up technical documentation to demonstrate conformity of the system with the 

requirements of the Regulation; 
• ensure that the system undergoes a required conformity assessment procedure 

(with regard to which see below); 
• following successful completion of the conformity assessment, draw up an EU declaration 

of conformity that the relevant system meets the requirements of the Regulation, affix a 
CE marking of conformity and register the system in a publicly accessible EU database of 
high-risk AI systems; 

• take corrective actions to rectify non-conformities or to withdraw or recall the system 
as appropriate; 

• establish and document a post-market monitoring system to analyse and evaluate 
performance of the system and its compliance with the Regulation; and 

• report risks, serious incidents and malfunctions of the system to relevant national 
competent authorities. 

 
High-risk AI systems – conformity assessments 
 
The Regulation contains detailed provisions on conformity assessments and whether these are to be 
carried out by a designated third party body or whether the provider can self-assess. Broadly 
speaking, where high-risk AI systems are covered by existing EU legislation the requirements of that 
legislation and the Regulation will be integrated to ensure consistency and avoid duplication, and a 
new conformity assessment regime is set out for other high-risk AI systems. 
 
The provider is also required to carry out a new conformity assessment whenever there is a 
substantial modification to the high-risk AI system. 
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High-risk AI systems – obligations on importers, distributors and users  
 
The Regulation also imposes obligations on persons other than the provider. 
 
An importer (being any person established in the EU that places on the market or puts into service 
an AI system bearing the name or trademark of a person established outside the EU) is required to 
ensure that the appropriate conformity assessment procedure has been carried out and the required 
technical documentation has been drawn up, as well as to ensure that the system has the required 
conformity marking and is accompanied by the required documentation and usage instructions. An 
importer cannot place a high-risk AI system on the EU market if it considers that the system is not 
in conformity with the Regulation. 
 
A distributor (being any person in the supply chain other than the provider or the importer that 
makes an AI system available on the EU market without affecting its properties) is required to verify, 
before making a high-risk AI system available on the EU market, that it bears the required CE 
conformity marking, is accompanied by the required documentation and usage instructions and that 
the provider and importer have complied with their obligations under the Regulation. A distributor 
cannot make a high-risk AI system available on the EU market if it considers that the system is not 
in conformity with the Regulation. 
 
In addition a person will be considered to be a provider where they place on the market or put into 
service a high-risk AI system under their name or trademark or modify the intended purpose of, or 
make a substantial modification to, a high-risk AI system. 
 
Predictable, proportionate and clear obligations are also placed on providers and users of those 
systems to ensure safety and respect of existing legislation protecting fundamental rights throughout 
the whole AI systems’ lifecycle.  
 
High-risk AI systems – obligations on users  
 
Additionally, users are required to use high-risk AI systems in accordance with the instructions of 
use provided. Users shall monitor the operation of the high-risk AI system on the basis of the 
instructions of use. When they have reasons to consider that the use in accordance with the 
instructions of use may result in the AI system presenting a risk (as defined in the regulation) users 
must inform the provider or distributor and suspend the use of the system. They must also inform 
the provider or distributor when they have identified any serious incident or any malfunctioning and 
interrupt the use of the AI system.  
 
To the extent the user exercises control over the input data, that user shall ensure that input data is 
relevant in view of the intended purpose of the high-risk AI system.  
 
There are specific user obligations set out in relation to certain sectors, including credit institutions. 
 
Users of high-risk AI systems shall keep the logs automatically generated by that high-risk AI system, 
to the extent such logs are under their control. The logs shall be kept for a period that is appropriate 
in the light of the intended purpose of the high-risk AI system and applicable legal obligations under 
Union or national law.  
 
Transparency and other obligations relating to AI systems (not just high risk) 
 
The regulation sets out provisions relating to certain AI systems to take account of the specific risks 
of manipulation they pose. Transparency obligations will apply for systems that:  
 

• interact with humans; or 
• are used to detect emotions or determine association with (social) categories based on 

biometric data; or generate or manipulate content (‘deep fakes’).  
 
Critically, when persons interact with an AI system or their emotions or characteristics are recognised 
through automated means, people must be informed they are interacting with an AI system. 
 
If an AI system is used to generate or manipulate image, audio or video content that appreciably 
resembles authentic content, there should be an obligation to disclose that the content is generated 
through automated means, subject to certain exceptions for legitimate purposes (for example, 
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certain law enforcement). This allows persons to make informed choices or step back from a given 
situation. 
 
Data and data governance  
 
High-risk AI systems which make use of techniques involving the training of models with data shall 
be developed on the basis of training, validation and testing data sets that meet the quality criteria 
referred to in the proposed regulation. Training, validation and testing data sets shall be subject to 
appropriate data governance and management practices. Those practices shall concern in particular: 

• the relevant design choices;  
• data collection;  
• relevant data preparation processing operations, such as annotation, labelling, cleaning, 

enrichment and aggregation;  
• the formulation of relevant assumptions, notably with respect to the information that the 

data are supposed to measure and represent;  
• a prior assessment of the availability, quantity and suitability of the data sets that are 

needed; (f) examination in view of possible biases; and  
• the identification of any possible data gaps or shortcomings, and how those gaps and 

shortcomings can be addressed.  
 
Training, validation and testing data sets shall be relevant, representative, free of errors and 
complete. They shall have the appropriate statistical properties, including, where applicable, as 
regards the persons or groups of persons on which the high-risk AI system is intended to be used.  
 
 
Prohibited AI practices 
 
The Regulation contains a list of AI practices that are prohibited, including: 
 

• placing on the market, putting into service or using an AI system that deploys subliminal 
techniques to materially distort human behaviour in a manner likely to cause harm or that 
exploits the vulnerabilities of a specific group of persons due to age or disability in order to 
materially distort the behaviour of a person in that group in a manner likely to cause harm; 

• public authorities placing on the market, putting into service or using an AI system for the 
evaluation or classification of the trustworthiness of natural persons based on their social 
behaviour or personality characteristics, with the social score leading to detrimental or 
unfavourable treatment of natural persons that is unjustified or disproportionate or that is 
unrelated to the contexts in which the data was originally generated or collected; and 

• use of real-time remote biometric identification systems in publicly accessible spaces for the 
purpose of law enforcement, save within strictly specified parameters. 

 
Interaction with other key legislation 
 
The proposed regulation is without prejudice to and intended to complement the General Data 
Protection Regulation (Regulation (EU) 2016/679) as well as the Law Enforcement Directive 
(Directive (EU) 2016/680). With the proposed regulation’s focus on non-discrimination, 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. The 
proposal is also without prejudice to the application of Union competition law. 
 
With high-risk AI systems which are safety components of products, this proposal is intended to be 
integrated with and/or into the existing sectoral safety legislation to ensure consistency, avoid 
duplications and minimise additional burdens.  
 
The proposed regulation is part of a wider comprehensive package of measures that seek to address 
problems posed by the development and use of AI, as examined in the White Paper on AI. The EU 
aims to ensure consistency and/or complement sectoral product legislation (including the Machinery 
Directive and the General Product Safety Directive) and initiatives that address liability issues related 
to new technologies, including AI systems.  
 
The proposed regulation needs to be considered, where relevant, with the Data Governance Act 19, 
the Open Data Directive 20 and other initiatives under the EU strategy for data 21, which aim to 
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establish trusted mechanisms and services for the re-use, sharing and pooling of data that are 
essential for the development of data-driven AI models of high quality. 
 
Reporting of serious incidents and of malfunctioning  
 
Providers of high-risk AI systems placed on the Union market are required report any serious incident 
or any malfunctioning of those systems which constitutes a breach of obligations under Union law 
intended to protect fundamental rights to the market surveillance authorities of the Member States 
where that incident or breach occurred. Such notification must be made immediately after the 
provider has established a causal link between the AI system and the incident or malfunctioning or 
the reasonable likelihood of such a link, and, in any event, not later than 15 days after the providers 
becomes aware of the serious incident or of the malfunctioning. 
 
Governance and enforcement 
 
The proposed rules will be enforced through a governance system at Member States level, with 
enforcement powers, building on already existing structures, and a cooperation mechanism at Union 
level with the establishment of a European Artificial Intelligence Board.   
 
Additional measures are also proposed to support innovation, in particular through AI regulatory 
sandboxes and other measures to reduce the regulatory burden and to support Small and Medium-
Sized Enterprises (‘SMEs’) and start-ups. 
 
Member States are required to lay down rules on penalties for infringements of the Regulation, with 
fines at a level of the higher of 30,000,000 euros or 6% of worldwide annual turnover for certain 
offences including the carrying out of a prohibited AI practice.  
 
Conclusions 
 
The Regulation is an ambitious piece of legislation and will introduce wide-ranging obligations on 
suppliers of AI systems into the EU market. It will also shape how users approach their adoption, use 
and monitoring of AI solutions. It is interesting to see how the familiar themes that are reflected in 
most studies and papers in this area, which centre on trustworthy ethics, have been translated into 
tangible obligations with a focus on conformity assessment. 
 
The regulation will apply two years following its entry into force, which will be on the twentieth day 
following its publication in the OJEU. Given that there will inevitably be much debate over the precise 
terms of the Regulation it is likely to be some time before it is in final form. 
 
Even so, early whitepapers for a draft regulation have contained much of the same content and it is 
recommended businesses take note now of the details and impacts to ensure their business shapes 
their building, use and/or governance of use of AI in a legally compliant way which is ethical and 
transparent and has the level of governance, oversight and human intervention expected by the 
legislation – frankly good principles wherever your business is located.  
 
This regulation comes days after the US Federal Trade Commission outlined in a blog post a 
statement of intent in relation to AI. Elisa Jillson stated that the FTC will pursue companies that sell 
or use biased algorithms. 
 
Ultimately, it is clear companies need to focus on building, selling, embedding and using legally 
compliant AI solutions which are unbiased, use and train data in an unbiased manner, are ethical, 
transparent and allow governance and, if and where needed deal with how to build in a “human in 
the loop” to ensure the right level of oversight.  
 
At Eversheds Sutherland, we have been training clients, and helping their shape their adoption and/or 
sales of AI product and solutions in a legally-compliant way for a number of years and would be 
happy to share our experience and further thoughts with you. 
 
For more information please contact: Charlotte Walker-Osborn 
@: Charlottewalker-osborn@eversheds-sutherland.com 
 

 
 

M: +44 7799 075756 
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