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The first legal framework on AI was unveiled by the European Commission on 21 April 2021. With its draft 

regulation on Artificial Intelligence, the European Commission expressly intends, like the General Data 

Protection Regulation, to make the European Union the global hub for trustworthy artificial intelligence. 

* * * * *

The draft regulation on Artificial Intelligence (hereinafter AI) will, according to the Commission, ensure 

the safety and fundamental rights of individuals and businesses, while strengthening the adoption of 

and investment and innovation in AI across the European Union (hereinafter the EU). This will, however, 

need to be discussed with the European Parliament and the 27 Member States before final legislation is 

implemented.  

In parallel and as a complement to this legislative proposal, the Commission is putting in place new rules 

for machines, which aim to increase user confidence in the new generation of products. For example, 

the new Machinery Regulation, replacing the Machinery Directive, is intended to ensure that the new 

generation of machinery is safe and to encourage innovation. It is complementary to the AI regulation and 

will ensure the safe integration of AI systems in connected objects.  

To guarantee fair and equitable competitive conditions as well as effective protection of individual rights 

and freedoms across the EU, the scope of the draft AI regulation is particularly broad. Based on a global 

geographical approach, the rules established by the draft regulation will apply to providers of AI systems 

within the market (whether established in the EU or in a third country), to users of AI systems established 

in the EU, as well as to providers and users of AI systems that are established in a third country, to the 

extent that the output of these systems is used in the EU. The term “user” refers to any natural or legal 

person, public authority, agency, or other body using an AI system for purposes other than private use.   

The draft regulation provides a legal definition of an AI system which, given the rapid evolution of 

technology and the market, is intended to be “as technology neutral and future-proof as possible”.  

An AI system is any application developed using either machine learning approaches, logic- and 

knowledge-based approaches, or statistical approaches, that can generate outputs, for a given set of 

human-defined objectives, such as content, predictions, recommendations, or decisions influencing 

the environments they interact with. The definition of AI references an annex listing the techniques 

and approaches that must be incorporated into an application for it to be considered an AI system. This 

annex will allow the Commission to easily adapt the definition of an AI system to new technological 

developments in AI. 

Various regulatory options have been assessed in terms of their economic and social impacts, with 

particular attention to their impact on fundamental rights. The Commission favoured a so-called 

“proportionate” approach based on relative risk, i.e., the establishment of a regulatory framework for 

high-risk AI systems only, with the possibility for all providers of risk-free AI systems to follow a code of 

conduct. 

By requiring developers and users of high-risk AI systems to follow a limited but effective set of actions, 

the preferred option should limit the risk of breaches of fundamental rights and human safety while 

promoting effective oversight and enforcement.
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The draft regulation is thus based on a case-by-case assessment, and breaks AI systems down into four 

levels of risk: 

1. “UNACCEPTABLE” RISK 
The draft regulation establishes a list of prohibited artificial intelligence practices. The list of prohibited 

practices includes all AI systems whose use poses a clear threat to safety and respect for fundamental 

rights, namely those:  

 • Deploying subliminal techniques to materially distort a person’s behaviour in a manner that causes or 

is likely to cause physical or psychological harm.  

 • Exploiting the vulnerability of people due to their age, physical or mental disability, to distort their 

behaviour. 

• Providing social scoring of natural persons for general purpose by public authorities or on their behalf 

that may lead to discriminatory outcomes and the exclusion of certain groups. 

Using “real-time” remote biometric identification systems in public spaces for the purposes of law 

enforcement. 
 

The regulation provides for just three exceptions to the prohibition of biometric identification systems, 

insofar as their use is strictly necessary for the achievement of the listed purposes, among which is the 

prevention of a specific, substantial, and imminent threat to life or physical safety or of a terrorist attack. 

In this respect, the draft regulation requires that each use, which must be proportionate, be subject to an 

exemption authorisation granted by a judicial or administrative authority of the member state in which 

the use is to take place. 

2. “HIGH” RISK 

AI systems that present a high-risk of harm to the health, safety, or fundamental rights of individuals 

are allowed on the European market, subject to compliance with strict conditions and a conformity 

assessment.
 

The definition of high risk is based not only on the purpose of the AI system but also on the specific 

purpose and modalities of its use. In this regard, the draft regulation distinguishes between two categories 

of high-risk AI systems: 

• The first category relates to AI systems that are considered highly risky when two conditions are met: 

(a) the AI system is intended to be used as a safety component of a product, or is itself a product, 

covered by the legislation listed in Annex II1  and, (b) the product whose safety component is the AI 

system, or the AI system itself as a product, must undergo a third-party conformity assessment before 

being placed on the market or put into service in accordance with Annex II.  

• The second high-risk category consists of autonomous systems explicitly listed in Annex III. This 

includes AI systems whose risks the Commission believes have already materialised or are likely to 

materialise soon, such as AI technologies used in the field of employment, workforce management, 

and access to self-employment (e.g., software for sorting resumes for recruitment procedures) or 

those used in the field of migration, asylum, and border control management (e.g., verification of the 

authenticity of travel documents). Given the constant evolution of these technologies, the Commission 

is empowered to expand the list of high-risk AI systems used in certain areas predefined by Annex III.  

1  Annex II contains a list of European legislative texts designed to (i) facilitate the free movement of products in the internal market and 
(ii) ensure that only safe products enter the market
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• The placing on the market of high-risk AI systems is subject to strict requirements, including: 

• The implementation of a risk management system consisting of a continuous iterative process run 

throughout the life cycle of an AI system and requiring systematic updating. 

• The implementation of a data governance and management practice for AI systems that use 

techniques involving training, validation, and testing data sets. 

• A requirement to establish and maintain technical documentation before an AI system is released to 

the market or put into service. 

• An obligation to design AI systems with automatic event logging capabilities to ensure a level of 

traceability of the system’s operation throughout its life cycle. 

• An obligation, not only to design AI systems in such a way that their operation is sufficiently 

transparent to allow users to interpret the results of the system and use them appropriately, but also 

to provide users with a user manual that includes concise, complete, relevant, and understandable 

information for users. 

• An obligation to design AI systems that can be effectively overseen by natural persons during their 

period of use (including through appropriate human-machine interface tools) to prevent or minimise 

risks to health, safety or fundamental rights that may arise when such AI systems are used. 

• A design requirement that achieves an appropriate level of foresight, robustness, and cybersecurity.  

The regulation also imposes a set of obligations on system providers, importers, distributors, and users, 

the latter being required, among other things, to use the AI system in accordance with instructions and to 

keep the automatically generated “logs”.  

The draft regulation also imposes obligations on member states, including the obligation to establish a 

notifying authority to implement the legislative requirements, including the appointment of conformity 

assessment bodies. The regulation suggests that member states provide their designated conformity 

assessment or market surveillance authority with technological expertise and sufficient resources, both 

human and financial.  

As for the conformity assessment procedure, the draft regulation establishes a first presumption: high-

risk AI systems that comply with a European harmonised standard are presumed to comply with the 

requirements of the regulation. However, the Commission reserves the right to determine whether a 

European harmonised standard contains sufficient standards for the conformity assessment of a high-

risk AI system. If the standards are considered insufficient by the Commission, it may adopt additional 

requirements. 

Once a high-risk AI system has passed the conformity assessment procedure, the notified body issues 

a certificate valid for a maximum period of 5 years. Member States are obliged to set up an appeals 

procedure against the decisions of the notified bodies. Furthermore, when a notified body considers that a 

high-risk AI system no longer meets the compliance requirements, it can suspend and even withdraw the 

certificate. 

The draft regulation provides for a declaration of conformity, which will have to be kept at the disposal 

of the competent national authorities for a period of ten years after the AI system has been placed on the 

market or put into service, as well as a CE marking.  
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In addition, stand-alone AI systems will have to be entered into an EU database managed by the 

Commission to increase transparency and monitoring.  

Once the AI system is put on the market, the authorities will be responsible for monitoring the market, 

while users will provide human oversight and follow-up. Providers will have to set up a monitoring system 

and report serious incidents and malfunctions just as users do. 

In terms of governance, the Commission proposes that competent national authorities should ensure 

compliance with the rules, the implementation of which will be facilitated by the establishment of a 

European Artificial Intelligence Board in charge of stimulating the development of standards.  

Finally, it should be noted that the competent national authorities, as well as the notified bodies, are 

required to respect the confidentiality of information and data obtained in the course of their work. 

3. “LIMITED” RISK

For AI systems with limited risk, such as chatbots, the draft regulation puts in place transparency 

obligations that include informing users they are interacting with an AI system. This transparency 

obligation will apply to AI systems that interact with people, are used to detect emotions, or generate or 

manipulate content (“deep fakes”).  

4. “MINIMAL” RISK

To the extent that they pose only a minimal danger to the rights or safety of citizens, minimal risk AI 

systems are not regulated by the legislative proposal and will, therefore, remain fully permitted and free to 

use. Examples include video games or spam filters that rely on AI to function, with the Commission itself 

pointing out that “the vast majority of AI systems fall into this category”.  

Finally, the draft regulation encourages providers of non-high-risk AI systems to adopt and enforce a code 

of conduct designed to encourage voluntary compliance with the mandatory requirements for high-risk AI 

systems.

* * * * *

Like the General Data Protection Regulation, there is no doubt that, once accepted by the European 

Parliament and the Member States, the rules described above will indirectly find application in Switzerland 

as well, especially due to their very broad scope.  

Artificial intelligence, in the broadest sense of the term, is very much a part of everyday life. The subject is 

hot, sometimes controversial, and often innovative, whether it is applied in the medical, security, or artistic 

fields.  

It is only a matter of time before Switzerland adopts its own legislation on artificial intelligence and 

connected machines and we believe that Switzerland should be inspired by the legal security proposed 

by the Commission’s draft regulation, which will be both beneficial for companies active in this field and 

reassuring for users.
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