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ARTIFICIAL INTELLIGENCE ACT

The foundations for the regulation of Al in the EU.

Regulation (EU) 2024/1689 of the European Parliament
and of the Council of 13 June 2024
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This document is not intended to substitute the consultation of the official
version oRegulation (EU) 2024/16&8 the European Parliament and tie
Council of 13 June 2024 laying down harmonised rules on artificial
intelligence and amending Regulations (EC) No 300/2008, (EU) No 167/2013,
(EU) No 168/2013, (EU) 2018/858, (EU) 2018/1139 and (EU) 2019/2144 and
Directives 2014/90/EU, (EU) 2016/797 4ftl)) 2020/1828 (Artificial

Intelligence Act)



Are you Ready
for the Al Ac?

Artificial Intelligence (Al) is one of the most important gengnadpose technologies of our era,

significantly impacting businesses, the economy, and society.

Since2018 the European Commission's vision has been to foster an ecosystem of excellence and trust

in Al. This involves establishing an ethical and legal framework that reinforces European values in the

development and use of Responsible Al solutions.

In this context, the role of the Artificial Intelligence Act (Al Act) is pivotal. Three years after the

European Commission's Proposal for a Regulation on a European Approach for Artificial Intelligence,

following intense negotiations and amidst signifitdavelopments in Al, especially in the area of large

language models, the Al Act was published in the EU Official Journal on 12 July 2024 and entered into

force on 1 August 2024. This marks the beginning of a transition period, with different provisions

coming into effect at various intervals, as outlined in Fimelinebelow.

This landmark regulation represents a pivotal moment in shaping the future of Al. It is the first

comprehensive regulatory initiative on Al, aiming to increase the development and adoption of safe Al

while upholding the fundamental rights of EU citizenRanS & G 6 f A A KAy 3 G(KS -9

setter for Al regulation.

At a glancethe Al Act comprises 180 Recitals, 113 Articles, and 13 Annexes, addressing complex legal

issues and

1

Broad Scope

Applies horizontally to all sectors and most stakeholders in the Al value chain and has an
extraterritorial scope, meaning it can also apply to Al systems developed and deployed outside the

EU under certain circumstances.
RiskBased Approach

Introduces prohibitions and obligations based on the potential impact of Al systems on European
values, health, safety, and fundamental rights. Systems are classifiddaaseptable Highrisk,

Limited/Specific Risk, and Minimal Risk.
Enforcement and Governance

Establishes a twtiered enforcement and governance model. At the national level, designated

authorities are responsible for supervision and enforcement. At the European level, the EU Al Office
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and the EU Al Boardere created, supported by an Advisory Forum and a Scientific Panel of

Independent Experts.
1 High Fines

Given the selfegulatory nature of many obligations, the Regulation imposes significant fines,
which can reach up to EUR 35,000,000 or 7% of the total annual worldwide turnover for the

previous financial year, whichever is higher, depending on the natiuttee infringement.

This useifriendly version of the Al Act aims to assist with the readability, analysis, and interpretation

of the Regulation.

To provide a clearer and more comprehensive understanding, relevant Re&itadkes and Annexes

are presented in an integrated manneand are crosseferenced throughout the document
Additionally, where applicable, other relevant European legislations are referenced at the end of each
Article to better illustrate the interplay between the Al Act and the existing legal framework. An index

at the end of this document provides an ovewiof this exercise.

We hope this usefriendly version of the Al Act serves as a valuable guide for navigating the complex

legal, ethical, and technical challenges of artificial intelligence.

VdA Team
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Key Points

1) Purpose and Objectives

2)

3)

a)

b)

c)

d)

The Regulation aim® enhance the internal market's functioning and encourage the adoption of

human-centric and responsible Al.

It seeks to ensure a high level of protection for health, safety, fumdlamental rights, while also
safeguarding democracy, the rule of law, and environmental protection from Al's potential harmful

effects.

It establishes harmonized rules for Al system marketing and use in the EU, prohibits certain Al practices,
and specifies obligations for higisk Al systems, with transparency rules and market governance and

enforcement.

The Regulation supports innovation, particularly for small and mediized enterprises (SMEs) and

startups.

Harmonized Rules and Prohibitions

a)

b)
c)
d)

e)

The Regulation establishes harmonized rules for Al systems' market placement, service, and usage

within the EU.

Sets specific requirements for higisk Al systems and obligations for their operators.
Implements harmonized transparency rules for certain Al systems.

Provides harmomsid rules for genergburpose Al models' market placement.

Includes rules on market monitoring, surveillance governance, and enforcement.

Scope of the Regulatian

a)

b)

c)

d)

Applies to providers and deployers of Al systems within the EU, aasvidlbse in third countries if the

Al system's output is used in the EU.
Covers importers, distributors, and product manufacturers of Al systems.

Excludes military, defense, or national security applications, and Al systems used for purely personal

non-professional activities.

Does not apply to public authorities in third countries or international organizations using Al systems

under international cooperation agreements with the EU, provided adequate safeguards are in place.

4) Al Literacy

Providers and deployers must ensure a sufficient level of Al literacy among their staff and others involved with
Al systems, considering technical knowledge, experience, education, training, and context of use.



CHAPTER

GENERAL PROVISIONS

Article 1

Subject matter

(1) The purpose of this Regulation is to improve the functioning of the internal market and promote the uptake
of humancentric and trustworthy artificial intelligence (Al), while ensuring a high level of protection of health,
safety, fundamental rights ensimed in the Charter, including democracy, the rule of law and environmental
protection, against the harmful effects of Al systems in the Union and supporting innovation.

(2) This Regulation lays down:

(a) harmonised rules for the placing on the market, the putting into service and the use of Al systems in the
Union;

(b) prohibitions of certairhl practices;

(c) specific requirements for higisk Al systems and obligations for operators of such systems;

(d) harmonizedransparency rules for certain Al systems;

(e) harmonised rules for the placing on the market of genptapose Al models;

(f) rules on market monitoring, market surveillance governance and enforcement;

(9) measures to support innovation, with a particular focus on SMEs, inclatdirteups.

Relevant Recitald: - 8
Relevant Annexed/A

Relevant LegislatiomN/A

Recitals:

(1) The purpose of this Regulation is to improve the functioning of the internal market by laying down a uniform
legal framework in particular for théevelopment, the placing on the market, the putting into service and the use

of artificial intelligence systems (Al systems) in the Union, in accordance with Union values, to promote the uptake
of human centric and trustworthy artificial intelligence (Abile ensuring a high level of protection of health,
safety, fundamental rights as enshrined in the Charter of Fundamental Rights of the European Union (the
W/ K NISNROZ AyOfdzZRAYy3I RSY2ONF 083 GKS Nz She Bafmfuf 6 | YR
effects of Al systems in the Union, and to support innovation. This Regulation ensures the free movement, cross
border, of Albased goods and services, thus preventing Member States from imposing restrictions on the
development, marketing and aof Al systems, unless explicitly authorised by this Regulation.

(2) This Regulation should be appliedactordancewith the values of the Union enshrined in the Charter
facilitating the protection ohatural persors, undertakings democracythe rule of law and the environmeat
protection, while boosting innovation and employment and making the Union a leader in the uptake of

trustworthy Al.
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(3) Al systems can be easily deployed ilarge ofsectors of the economy arday parts ofsociety, including

across bordes, andcan easilycirculate throughout the Union. Certain Member States have already explored the
adoption of national rules to ensure thAtis trustworthy and safe and is developed and usextaordance with
fundamental rights obligations. @rgng national rules may lead to fragmentation of the internal market and

may decrease legal certainty for operators that develop, import or use Al systems. A consistent and high level of
protection throughout the Union should therefore be ensured in order to achieve trustworthy Al, while
divergences hampering the free circulationnovation, deployment and uptake of Al systems and related
products and services within the internal market should be prevented, by laying down uniform obligations for
operators and guaranteeing the uniform protection of overriding reasons of publiestitand of rights of
persons throughout the internal markein the basis ofrticle 114 of the Treaty on the Functioning of the
European Union (TFEU). To the extent that this Regulation contains specific rules on the protection of individuals
with regard to the processing of personal data concerning restrictions of the usesgbtdins for remote
biometric identification for the purpose of law enforcemeuitthe use of Al systems for risk assessments of
natural persons for the purpose of law enforcement and for the use of Al systems of biometric categorization for
the purpose of law enforcement, it is appropriate to base this Regulation, in as far as tlectfec sples are
concerned, on Article 16 TFEU. In light of those specific rules and the recourse to Article 16 TFEU, it is appropriate
to consult the European Data Protection Board.

(4) Alis a fast evolving family of technologies that contributes to a wide array of economic, environmental and
societal benefits across the entire spectrum of industries and social activities. By improving prediction, optimising
operations and resource allogah, and personalising digital solutions available for individuals and organisations,
the use ofAl can provide key competitive advantagesutedertaking and support socially and environmentally
beneficial outcomes, for example in healthcare, farming, food safety, education and training, media, sports,
culture, infrastructure management, energy, transport and logistics, public services, security, jastcece

and energy efficiency, environmental monitoring, the conservation and restoration of biodiversity and ecosystems
and climate change mitigation and adaptation .

(5) At the same time, depending on the circumstances regarding its specific application, use, and level of
technological developmenflmay generate risks and cause harm to public interests and fundamental rights that
are protected by Union law. Such harm might be material or immaterial, including physical, psychological, societal

or economic harm.

(6) Given the major impact th&tlcan have on society and the need to build trust, it is vitéhfand its regulatory
framework to be developeith accordancevith Union valuessenshrined in Article @f the Treaty on European
Union(TEU) the fundamental rights and freedoms enshrined in the Treatigspursuant to Article 6 TElthe
Charter. As a preequisite Alshould be a humauentric technology. It should serve as a tool for people, with the

ultimate aim of increasing human wdilking.

(7) In order to ensure a consistent and high level of protection of public interests as regards health, safety and
fundamental rights, common rules for higkk Al systems should be established. Those rules should be consistent

with the ChartenonrRA A ONA YA Y 2NE YR Ay fAYS 6AGK (KS !''yrzyQa
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also take into account the European Declaration on Digital Rights and Principles for the Digital Decade and the

Ethics Guidelines for Trustworthy Al of the Highel Expert Group on Artificial Intelligeféé HLEG)

(8) A Union legal framework laying down harmonised ruleé\as therefore needed to foster the development,

use and uptake oflin the internal market that at the same time meets a high level of protection of public
interests, such as health and safety and the protection of fundamental rights, including demdtloeacye of

law and environmental protection as recognised and protected by Union law. To achieve that objective, rules
regulating the placing on the marketye putting into service andhe use of certain Al systems should be laid
down, thus ensuring the smooth functioning of the internal market and allowing those systems to benefit from
the principle of free movement of goods and servicessé@ hules should be clear and robust in protecting
fundamental rights, supportive of new innovative solutions, enabling a European ecosystem of public and private
actors creating Al systems in line with Union values and unlocking the potential of thé wlagitformation

across all regions of the Union. By laying down those rules as well as measures in support of innovation with a
particular focus onsmall and medium enterpris§SMES}, including startups, this Regulation supports the
objective of promoting the European humeentric approach to Al and being a global leader in the development

of secure, trustworthy and ethicall as stated by the European Cou(®@nd it ensures the protection of ethical

principles, as specifically requested by the European Parlia@ent(

Article 2

Scope
1. This Regulation applies to:

(a) providers placing on the market or putting into service Al systems or placing on the mankealpurpose
Al models in the Union, irrespective of whether those providers are established or located within the Union or in

a third country;
(b) deployers of Al systems that have their place of establishment or are located within the Union;

(c)providers and deployers of Al systems that have their place of establishment or are located in a third country,

where the output produced by the system is used in the Union;
(d) importers and distributors of Al systems;

(e) product manufacturers placing on the market or putting into service an Al system together with their product

and under their own name or trademark;

5 European Council, Special meeting of the European Council (1 and 2 October 2D@0¢lusions, EUCO 13/20,
2020, p. 6https://www.consilium.europa.eu/media/45910/021028ucaofinal-conclusions.pdf

8 European Parliament resolution of 20 October 2020 with recommendations to the Commission on a framework
of ethical aspects of artificial intelligence, robotics and related technologies, 2020/2012(INL),
https://www.europarl.europa.eu/doceo/document/TAR-2020:0275 EN.html
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(f) authorised representatives of providers, which are not established in the Union.
(g) affected persons that are located in the Union.

2. For Al systems classified as Hiiglt Al systems in accordance with Articles 6(1) related to products covered
by Union harmonisation legislation listed$ection B oAnnex I, only Articlé(1),Articles 102 to 109 and Article
112 apply. Article 57 applies only in so far as the requirements forrieg\l systems under this Regulation have

been integrated in that Union harmonisation legislation.

3. This Regulatiodoesnot apply to areas outside the scopeldfiionlaw, and shall not, in any event, affect the
competences of the Member States concerning national security, regardless of the type of entity entrusted by

the Member States with carrying out tasks in relation to thosepetences.

ThisRegulation shall not apply to Al systemisereand insofarthey areplaced on the market, put into service,
or used with or without modification exclusively for military, defence or national security purposes, regardless

of the type of entity carrying out those activities.

This Regulatiodoesnot apply to Al systems which are not placed on the market or put into service in the Union,
where the output is used in the Union exclusively for military, defence or national security purposes, regardless

of the type of entity carrying out those actiigs.

4. This Regulation applies neither to public authorities in a third country nor to international organisations falling
within the scope of this Regulation pursuant to paragraph 1, where those authorities or organisations use Al
systems in the framework of iatnational cooperation or agreements for law enforcement and judicial
cooperation with the Union or with one or more Member States, provided that such a third country or
international organisation provides adequate safeguards with respect to the piotectf fundamental rights

and freedoms of individuals.

5. This Regulation shall not affect the application of the provisions on the liability of providers of intermediary

services as set out in Chapter Il of Regulation (EU) 2022/2065.

6. This Regulation does not apply to Al systems or Al models, including their output, specifically developed and

put into service for the sole purpose of scientific research and development.

7. Union law on the protection of personal data, privacy and the confidentiality of communications applies to
personal data processed in connection with the rights and obligations laid down in this Regulation. This
Regulation shall not affect Regulation (E2016/679 or (EU) 2018/1725, or Directive 2002/58/EC or (EU)
2016/680, without prejudice tdrticle 15) andArticle B of this Regulation.

8. This Regulation does not apply to any research, testing or development activity regarding Al systems or Al
models prior to their being placed on the market or put into service. Such activities shall be conducted in

accordance with applicable Union law. fileg in real world conditions shall not be covered by that exclusion.

9. This Regulation is without prejudice to the rules laid down by other Union legal acts related to consumer

protection and product safety.
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10. This Regulation does not apply to obligations of deployers who are natural persons using Al systems in the

course of a purely personal ngrofessional activity.

11. This Regulation does not preclude the Union or Member States from maintaining or introducing laws,
regulations or administrative provisions which are more favourable to workers in terms of protecting their rights
in respect of the use of Al systems d&yployers, or from encouraging or allowing the application of collective

agreements which are more favourable to workers.

12. This Regulation does not apply to Al systems released under free anesopese licences, unless they are
placed on the market or put into service as higgk Al systems or as an Al system that falls uddécle 5or
Article 50.

Relevant Recital®¢ 11, 21-25and 180
RelevantAnnexesAnnex It Section B
Relevant LegislatiofiRegulation (EU) 2022/206Requlation 2016/679Regulation (EU) 2018/17DRirective
2002/58/ECDirective (EU)2016/680

Recitals:

(9) Harmonised rules applicable to the placing on the market, the putting into service and the userigkigh
systems should be laid down consistently with Regulation (EZ$™MB008 of the European Parliament and of

the Council{), Decision No 768/2008/EC of the European Parliament and of the C8uaaitl(Regulation (EU)
2019/1020 of the European Parliament and of the Coudic{New Legislative Framework). The harmonised rules

laid down in this Regulation should apply across sectors and, in line with the New Legislative Framework, should
be without prejudice to existing Union law, in particular on data protection, consumtgctiom, fundamental

rights, employment, and protection of workers, and product safety, to which this Regulation is complementary.
As a consequence, all rights and remedies provided for by such Union law to consumers, and other persons on
whom Al systems ay have a negative impact, including as regards the compensation of possible damages

pursuant to Council Directive 85/374/EEQ)(remain unaffected and fully applicable. Furthermore, in the context

7 Regulation (EC) No 765/2008 of the European Parliament and of the Council of 9 July 2008 setting out the
requirements for accreditation and repealing Regulation (EEC) No 339/93 (OJ L 218, 13.8.2008, p. 30).
Consolidated version available attps://eur-lex.europa.eu/legatontent/EN/TXT/?uri=CELEX%3A02008R0765
20210716

8 Decision No 768/2008/EC of the European Parliament and of the Council of 9 July 2008 on a common framework
for the marketing of products, and repealing Council Decision 93/465/EEC (OJ L 218, 13.8.2008, p. 82),
https://eur-lex.europa.eu/legatontent/EN/TXT/?uri=CELEX%3A32008D0768

® Regulation (EU) 2019/1020 of the European Parliament and of the Council of 20 June 2019 on market
surveillance and compliance of products and amending Directive 2004/42/EC and Regulations (EC) No 765/2008
and (EU) No 305/2011 (OJ L 169, 25.6.2019, p.Cbnsolidated version available ahttps:/eur-
lex.europa.eu/legatontent/EN/TXT/?uri=CELEX%3A02019RP0240523

10 Council Directive 85/374/EEC of 25 July 1985 on the approximation of the laws, regulations and administrative
provisions of the Member States concerning liability for defective products (OJ L 210, 7.8.1985, p. 29).
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of employment and protection of workers, this Regulation should therefore not affect Union law on social policy
and national labour law, in compliance with Union law, concerning employment and working conditions, including
health and safety at work and thelationship between employers and workers. This Regulation should also not
affect the exercise of fundamental rights as recognised in the Member States and at Union level, including the
right or freedom to strike or to take other action covered by thec8 industrial relations systems in Member
States as well as the right to negotiate, to conclude and enforce collective agreements or to take collective action
in accordance with national law. This Regulation should not affect the provisions aimimgrmvé working
conditions in platform work laid down in a Directive of the European Parliament and of the Council on improving
working conditions in platform work. Moreover, this Regulation aims to strengthen the effectiveness of such
existing rights andeamedies by establishing specific requirements and obligations, including in respect of the
transparency, technical documentation and rec&egping of Al systems. Furthermore, the obligations placed on
various operators involved in the Al value chain urllisrRegulation should apply without prejudice to national

law, in compliance with Union law, having the effect of limiting the use of certain Al systems where such law falls
outside the scope of this Regulation or pursues legitimate public interestigbgeother than those pursued by

this Regulation. For example, national labour law and law on the protection of minors, namely persons below the
age of 18, taking into account tHdNCRC General Comment N@26 nH M0 2y OKAf RNBy Qa N IK
digital environment, insofar as they are not specific to Al systems and pursue other legitimate public interest
objectives, should not be affected by this Regulation.

(10) The fundamental right to the protection of personal data is safeguarded in particular by Regulations (EU)
2016/679 (1) and (EU) 2018/1728.7) of the European Parliament and of the Council and Directive (EU)
2016/680 of the European Parliament and of the Couh8). Directive 2002/58/EC of the European Parliament
and of the Councill@) additionally protects private life and the confidentiality of communications, including by

way of providing conditions for any storing of personal and-personal data in, and access from, terminal

Consolidated version available attps://eur-lex.europa.eu/legatontent/EN/TXT/?uri=CELEX%3A01985L.0374
19990604

11 Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April 2016 on the protection of
natural persons with regard to the processing of personal data and on the free movement of such data, and
repealing Directive 95/46/EC (Generalt®drotection Regulation) (OJ L 119, 4.5.2016, p. 1). Consolidated
version available atttps://eur-lex.europa.eu/legatontent/EN/TXT/?uri=CELEX%3A02016 R2EAB0504

12 Regulation (EU) 2018/1725 of the European Parliament and of the Council of 23 October 2018 on the
protection of natural persons with regard to the processing of personal data by the Union institutions, bodies,
offices and agencies and on the free movemehtsuch data, and repealing Regulation (EC) No 45/2001 and
Decision No 1247/2002/EC (OJ L 295, 21.11.2018, (i8%);//eur-lex.europa.eu/eli/req/2018/1725/qj

1 Directive (EU) 2016/680 of the European Parliament and of the Council of 27 April 2016 on the protection of
natural persons with regard to the processing of personal data by competent authorities for the purposes of the
prevention, investigation, detectioor prosecution of criminal offences or the execution of criminal penalties,

and on the free movement of such data, and repealing Council Framework Decision 2008/977/JHA (OJ L 119,
4.5.2016, p. 89). Consolidated version available athttps://eur-lex.europa.eu/legal
content/EN/TXT/?uri=CELEX%3A02016L&8RG0504

4 Directive 2002/58/EC of the European Parliament and of the Council of 12 July 2002 concerning the processing
of personal data and the protection of privacy in the electronic communications sector (Directive on privacy and
electronic communications) (0OJ 201, 31.7.2002, p. 37). Consolidated version availablehttis://eur-
lex.europa.eu/legatontent/EN/TXT/?uri=CELEX%3A02002L-UHP1219
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equipment. Those Union legal acts provide the basis for sustainable and responsible data processing, including
where data sets include a mix of personal and-personal data. This Regulation does not seek to affect the
application of existing Union law gerning the processing of personal data, including the tasks and powers of
the independent supervisory authorities competent to monitor compliance with those instruments. It also does
not affect the obligations of providers and deployers of Al systenieinrble as data controllers or processors
stemming from Union or national law on the protection of personal data in so far as the design, the development
or the use of Al systems involves the processing of personal data. It is also appropriate thatatifia subjects
continue to enjoy all the rights and guarantees awarded to them by such Union law, including the rights related
to solely automated individual decisiomaking, including profiling. Harmonised rules for the placing on the
market, the puting into service and the use of Al systems established under this Regulation should facilitate the
STFSOUADBS AYLX SYSyidlidAzy FyR Syl ofightsafdgSaraSteeSand@rded S 2 F
to them by such Union law, including the rights related to solely automated individual denikamg, including
profiling. Harmonised rules for the placing on the market, the putting into service and the use of Al systems
established under this Regulation should facilitate the effective implementation and enable the exercise of the
RFEGF &dzo2S00aQ NAIKGEA YR 2GKSNJ NBYSRASA 3dzr Ny yiSSR d
other fundamental rights.

(11) This Regulation should be without prejudice to the provisions regarding the liability of providers of
intermediary services as set out in Regulation (EU) 2022/2065 of the European Parliament and of thg®Council
(22) In order to ensure a level playing field and an effective protection of rightsesdbms of individuals across

the Union, the rules established by this Regulation should apply to providers of Al systemsidlisanmamatory

manner, irrespective of whether they are established within the Union or in a third country, and to depfoyers

Al systems established within the Union.

(22) In light of their digital nature, certain Al systems should fall within the scope of this Regulation even when
they are not placed on the market, put into service, or used in the Union. This is the case, for example, where an
operator established in the ln contracts certain services to an operator established in a third country in
relation to an activity to be performed by an Al system that would qualify asrtgghin those circumstances,

the Al system used in a third country by the operator couldga®data lawfully collected in and transferred from

the Union, and provide to the contracting operator in the Union the output of that Al system resulting from that
processing, without that Al system being placed on the market, put into service or wkedJnion. To prevent

the circumvention of this Regulation and to ensure an effective protection of natural persons located in the Union,
this Regulation should also apply to providers and deployers of Al systems that are established in a third country,
to the extent the output produced by those systems is intended to be used in the Union.

Nonetheless, to take into account existing arrangements and special needs for future cooperation with foreign
partners with whom information and evidence is exchanged, this Regulation should not apply to public authorities
of a third country and internatimal organisations when acting in the framework of cooperation or international

agreements concluded at Union or national level for law enforcement and judicial cooperation with the Union or

15 Regulation (EU) 2022/2065 of the European Parliament and of the Council of 19 October 2022 on a Single
Market For Digital Services and amending Directive 2000/31/EC (Digital Services Act) (OJ L 277, 27.10.2022, p. 1),
https://eur-lex.europa.eu/eli/req/2022/2065/qj
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the Member States, provided that the relevant third country or international organisation provides adequate
safeguards with respect to the protection of fundamental rights and freedoms of individuals. Where relevant, this
may cover activities of entitiesgusted by the third countries to carry out specific tasks in support of such law
enforcement and judicial cooperation. Such framework for cooperation or agreements have been established
bilaterally between Member States and third countries or between the European Union, Europol and other Union
agencies and third countries and interratal organisations. The authorities competent for supervision of the

law enforcement and judicial authorities under this Regulation should assess whether those frameworks for
cooperation or international agreements include adequate safeguards with regpetiie protection of
fundamental rights and freedoms of individuaRecipient national authorities and Union institutions, bodies,
offices and agencies making use of such outputs in the Union remain accountable to ensure their use complies
with Union law. When those international agreements are revised or new ones are concluded in the future, the
contracting parties should make utntosfforts to align those agreements with the requirements of this
Regulation.

(23) This Regulation should also apply to Union institutions, bodies, offices and agencies when acting as a provider
or deployer of an Al system.

(24) If, and insofar as, Al systems are placed on the market, put into service, or used with or without modification
of such systems for military, defence or national security purposes, those should be excluded from the scope of
this Regulation regardless of wh type of entity is carrying out those activities, such as whether it is a public or
private entity. As regards military and defence purposes, such exclusion is justified both by Article 4(2) TEU and
08 GKS &ALISOAFAOAGASA 2 monlUKich defedoe palidytoyeiet hy Ekager P of Rtle WK S
TEU that are subject to public international law, which is therefore the more appropriate legal framework for the
regulation of Al systems in the context of the use of lethal force and other Ainsysteéhe context of military

and defence activities. As regards national security purposes, the exclusion is justified both by the fact that
national security remains the sole responsibility of Member States in accordance with Article 4(2) TEU and by the
specific nature and operational needs of national security activities and specific national rules applicable to those
activities. Nonetheless, if an Al system developed, placed on the market, put into service or used for military,
defence or national secity purposes is used outside those temporarily or permanently for other purposes, for
example, civilian or humanitarian purposes, law enforcement or public security purposes, such a system would
fall within the scope of this Regulation. In that case, thiyy using the Al system for other than military, defence

or national security purposes should ensure the compliance of the Al system with this Regulation, unless the
system is already compliant with this Regulation. Al systems placed on the marketiotopsérvice for an
excluded purpose, namely military, defence or national security, and one or meexcladed purposes, such as
civilian purposes or law enforcement, fall within the scope of this Regulation and providers of those systems
should ensureompliance with this Regulation. In those cases, the fact that an Al system may fall within the scope
of this Regulation should not affect the possibility of entities carrying out national security, defence and military
activities, regardless of the typs# entity carrying out those activities, to use Al systems for national security,
military and defence purposes, the use of which is excluded from the scope of this Regulation. An Al system placed

on the market for civilian or law enforcement purposes Wihigcused with or without modification for military,

21

O«

NY



defence or national security purposes should not fall within the scope of this Regulation, regardless of the type of
entity carrying out those activities.

(25) This Regulation should suppannovation, should respect freedom of science, and should not undermine
research and development activity. It is therefore necessapsxttude from its scope Al systems and models
specifically developed and put into senicethe sole purpose of scientific research and development. Moreover,

it is necessary t@nsure that this Regulation does not otherwise affect scientific researctderelopment
activity on Al systems or models prior to being placed on the market dnfouservice. As regards product
oriented research, testing and development activiggarding Al systems or models, the provisions of this
Regulation should also not apgyior to those systems and models being put into service or placed on the market.
Thatexclusion is without prejudice to the obligation to comply with this Regulation whepd system falling

into the scope of this Regulation is placed on the market or putseteice as a result of such research and
development activity and to the application pfovisions on Al regulatory sandboxes and testing in real world
conditions.Furthermore, without prejudice to the exclusion of Al systems specifically developgaitaimto

service for the sole purpose of scientific research and development, any oslystefth that may be used for the
conduct of any research and development activity sheedain subject to the provisions of this Regulation. In

any event, any research amtdvelopment activity should be carried out in accordance with recognised ethical
and professional standards for scientific research and should be conducted in accondidnapplicable Union

law.

(180) The European Data Protection Supervisor and the European Data Protection Board were consulted in
accordance with Article 42(1) and (2) of Regulation (EU) 2018/1725 and delivered their joint opinion on 18 June
2021.

Article 3

Definitions

For the purposes of this Regulation, the following definitions apply:

MHW!''L aeadsSyQ ywRddgydtent thavid dodighed ® operate with varying levetsittinomy and

that may exhibit adaptiveness after deployment, and that, for explicit or implicit objectives, infers, from the input

it receives, how to generate outputs such as predictions, content, recommendations, or decisions that can
influence physicabr virtual environments;

@QWNRAT1Q YSIya GKS O2Yo0AylLdAz2y 2F (GKS LINBoOolFoAfAGE 27F |
GWLINRFARSNR YStya | yFaGdzNFf 2N €S3Ff LISNAR2YI Lzt AO |
or a generapurpose Al model or that has an Al system or a geraurgbose Al model developed and places it

on the market or puts the Al systemt® service under its own name or trademark, whether for payment or free

of charge;

AWRSLX 28SND YSya | yFddzNIf 2NJfS3alFf LISNR2YIX Lzt A0 | c

authority except where the Al system is used in the course of a personginoéessional activity;
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G)WI dzi K2NRA &SR NBLINBaSydalrdA@dSQ YSEya | yFddzNIf 2N £ S3l
received and accepted a written mandate from a provider of an Al system or a geuepalse Al model to,

respectively, perform and carry out on its kdhthe obligations and procedures established by this Regulation;

E)WAYLEZNISND YStya | ylEddNFf 2N £S3Hf LISNE2Y 20 GSR
Al system that bears the name or trademark of a natural or legal person established in a third country;
(MWRAAGNROdzG2ND YSIya | yFddzNI £ 2N £ S3Ff LISNR2Y Ay (KS
makes an Al system available on the Union market;

B)W2LISNI G2N YSIyad I LINPGARSNE LINBRdAzOG YIF ydzFl Ol dzNB NE
distributor;

(0 WL F OAy3 2y GKS YINQJSGQ YSIya GKS FANRG YF{Ay3 | dI
Union market;

AOWYLF1AYy3 F@LAtEFotS 2y GKS YIN]SGQ YSipgsadAl inéd8 foa dzLILIX &
distribution or use on the Union market in the course of a commercial activity, whether in return for payment or

free of charge;

(110 WLz GAy3 Ayid2 aASNIBAOSQ YSIkya (KS adzLldfotowgdse 'y | L

in the Union for its intended purpose;

(12WAYGSYRSR LJzN1}2aSQ YSIya GKS dzaS FT2NJ gKAOK |y 'L ae
context and conditions of use, as specified in the information supplied by the provider in the instructions for use,
promotional or sales materialnd statements, as well as in the technical documentation;

(130 WNBIFazyloteée F2NB5aSSIotS YAaadzaSQ YSlIya (GKS dzasS 27
intended purpose, but which may result from reasonably foreseeable human behavimter@ction with other

systems, including other Al systems;

(140 wal ¥Sie O2YLRYSYydiQ YSlIya | 02YLRYSYyd 2F | LINRRdzOUG
that product or Al system, or the failure or malfunctioning of which endangers the health and safety of persons

or property;

(A59WAYalINHzOGA2YyE F2NJ dzaSQ YSIyada G(GKS AyF2N¥NIFGA2Y LINRPODAR
Fy 'L adaeadsSyQa AYyGSYRSR LlzN1J32aS FyR LINPLISN) dzaST
(16)WNBOFtt 2F +y 'L aedadsSyQ YSIya lyeé YSIadaNBE AYAy3
service or disabling the use of an Al system made available to deployers;

ANWYSAGKRNI gt 2F Iy 'L adadsSyQ YStya Fyeé YSIF&aAdzZNBE | AYA
made available on the market;

OMy 0 WLISNF2NXIFyOS 2F |y 'L &aeaidsSyQ YSiya GKS FoAtAde
OMpPO Wy20AFeAy3d [ dziK2NAGEeQ YSIya GKS ylFdAz2ylt | dziK2 N
procedures for the assessment, designation and notification of conformity assessment bodies and for their
monitoring;

OHNO WO2YyF2NXAGEe aasSaavySyidQ YSIya GKS LINROSRER2T RSY
[, SECTIORIrelating to a higkrisk Al system have been fulfilled;

OHM0O WO2Y T2NXAGEe aasSaavySyid o-paRRcOnfonBy agsassntent aclviRies, G K I

including testing, certification and inspection;
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OHHU WYy2G0AFASR 02R&8Q YSIya || O2yF2N¥AGEe FaasSaayvySyid o¢2
relevant Union harmonisation legislation;

OHOU WadzoadlydAiAlrt Y2RAFAOIGAZ2YQ YStya | OKFy3S G2 (K!
service which is not foreseen or planned in the initial conformity assessment by the provider and as a result of

which the compliance of the Alstem with the requirements set out GHAPTER,IBECTIORIof thisis affected

or results in a modification to the intended purpose for which the Al system has been assessed;

oHNU W/ 9mearid a\dlakiyigdoR which a provider indicates that an Al system is in conformity with the
requirements set out ICHAPTER,IBECTIOR and other applicable Unioharmonisationlegislationproviding

for its affixing;

OHPU-YWINR il Y2yAG2NAy3I aeadasSyQ YSiya it FOGABAGASEA O
review experience gained from the use of Al systems fiage on the market or put into service for the purpose

of identifying any need to immediately apply any necessary corrective or preventive actions;

OHCcU WYIFNJ]SG adNBSATEFIYyOS IdzikK2NAG@Q YSlIya GKS yI Az
measures pursuant to Regulation (EU) 2019/1020;

OHT U WKI N2y AaS RarmbrisedgtahtaNiREdefvied inyAdiclel2(Point(c), of Regulation (EU)

No 1025/2012;

OHYU WO2YY2Yy ALISOATAOFGAZ2YQ YSIya | adiit(4pReguStiorkK y A Ol ¢
(EVU) No 1025/201,providing means to comply with certain requirements established under this Regulation;

OHPO WINYAYAYy3d RIGFEQ YSEyada RIEGE dzZASR F2NJ GNIAYAYy3 |y
6onv WGLrtARFGAZ2Y RIGEFEQ YSIya RFEGEFE dzZaSR F2NJ LINRPPGARAY 3
learnable parameters and its learning process, in orieer alia,to prevent underfitting or overfitting;

0 o malidatidndata setOmeansa separate data set or part of the training data set, either as a fixed or variable

split;

6 o kestingR I G Q Y Sideyfar prBvidiing-an independent evaluation of the Al system in order to confirm

the expected performance of that system before its placing on the market or putting into service;

@BIWAY LIz RFGFQ YStya RFEGE LINPGARSR (2 2NJ RANBOGfe& I O
produces an output;

(3406 WOoA2YSUGUNRO RFOGFQ YSIFya LISNaR2YIlIf RFEGF NBadzZ GAy3a TN
physiological or behavioural characteristics of a natural person, such as facial images or dactyloscopic data;
B)YWOA2ZYSUNRO ARSYUGATFTAOIGAZ2YQ YSIya GKS Fdzi2YFGSR NB(
psychological human features for the purpose of establishing the identity of a natural person by comparing
biometric data of that individual to biometritata of individuals stored in a database;

(360 WOoA2YSUHUNRO @SNR T A QloietodyeYerific&idny idcluding Suthéntizatieny of thé& R

identity of natural persons by comparing their biometric data to previously provided biometric data ;

B70 WALISOALf OFGiS3I2NRASE 2F LISNER2YIf RIGFEQ YSEya GKS (
Regulation (EU) 2016/679, Article 10 of Directive (EU) 2016/680 and Article 10(1) of Regulation (EU) 2018/1725;

380 WaSyarldAaAgsS 2L NI GA2YIE RIEGEQ YSlEya 2LISNIGAZ2YLFE )
investigation and prosecution of criminal offences, the disclosure of wd@inhjeopardise the integrity of criminal

proceedings.
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BW WSY2(iA2y NBO23ayAGA2Y aeadasSyQ vYStrya |y !'L aegadasSy 7
intentions of natural persons on the basis of their biometric data;
(400 WoA2YSUNRO OFGdS3I2NRal GA2Yy agdadasSyqQ YSikya y 'L

ax
[
ax
c

categories on the basis of their biometric data unléss ancillary to another commercial service and strictly

necessary for objective technical reasons;

(410 WNBY23GS 0A2YSGNARO ARSYUGAFAOIGAZ2Y &aeaidisSyQ YSIiya |y
gAOK2dzi GKSANI | OGA@GS Ay@2f oSYSy iz GeLmAOrftte G F RAA
with the biometric data contained ia reference database;

GWNBREYS NBY23GS 0A2YSGNRO ARSYGATAOIGAZ2Y &aeadisSyQ YSIy
the capturing of biometric data, the comparison and the identification all occur without a significant delay,
comprising not only instant identificatn, but also limited short delays in order to avoid circumvention;

@YWLz aid NBY20S o0A2YSGNRO ARSYGATAOIGAZ2Y a2aiSyQ YSlya
reaHime remote biometric identification system;

(440 WLzof AO0fe& | 0O0SaaAirofsS &aLIOSQ YSIya Fyeé Lzt AOfe
undetermined number of natural persons, regardless of whether certain conditions for access may apply, and
regardless of the potential capacity restrictions

450 Wil g SyFT2NOSYSyid FdzikK2NARGE@Q YSIyay

(a) any public authority competent for the prevention, investigation, detection or prosecution of criminal
offences or the execution of criminal penalties, including the safeguarding against and the prevention of threats

to public security; or

(b) any other body or entity entrusted by Member State law to exercise public authority and public powers for

the purposes of the prevention, investigation, detection or prosecution of criminal offences or the execution of
criminal penalties, including theafeguarding against and the prevention of threats to public security;

@)Wt g SYyF2NOSYSYyiQ YStya OGA@GAGASAE OFNNASR 2dzi o8
prevention, investigation, detection grosecution of criminal offences or the execution of criminal penalties,

including safeguarding against and preventing threats to public security;

@nHwY'L hFFAO0SQ YSIya GKS /2YYAadairzyQa TFdzyOilrazy 2F 02
supervision of Al systems and genguatpose Al models, and Al governance, provided for in Commission
Decision of 24 January 2024; references in this Regulad the Al Office shall be construed as references to the
Commission;

(480 Wyl GA2Y Il f O2 Y LIS dofiyng authodfydt 2néadket sueillynBe-ayti@oritys regards Al

systemsput into service or used by Union institutions, agencies, offices and bodies, references to national
competent authorities or market surveillance authorities in this Regulation shall be construed as references to

the European Data Protection Supervisor;

(490 WaSNR2dza AYOARSYyGQ YSIiya lFye AYyOARSyd 2N YIf Fdzy O
any of the following:

60 GKS RSFOK 2F | LISNE2Y 2N aSNA2dza RIFYF3IS G2 | LISNE
(b) a serious and irreversible disruption of the management and operation of critical infrastructure.

(c) the infringement of obligations under Union law intended to protect fundamental rights;
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(d) seriousharmto property or the environment.

(50) 'personal data’ means personal data as defined in Article 4, point (1) of Regulation (EU) 2016/679 ;
GHWY 2B NE2Y It RFEGFIQ YSIya RIEGEFE 20KSNJ GKFYy LISNa2YylFf RIG
2016/679;

PHO WLINRPFAEAYIQ YSIya LINRPFAEAYI 4 RSTFAYSR Ay ! NIAOE ¢
GYWNBERNI R GSadAay3da LIIFyQ YSIya | R20dzySyid GKIG RS&aONJ
population and temporal scope, monitoring, organisation and conduct of testing inwadd conditions;

GHWEl YROZ2ZE LI YyQ YSIya I R20dzySyid | INBSR 68G6SSy (KS
describing the objectives, conditions, timeframe, methodology and requirements for the activities carried out

within the sandbox

(550 4U! L NBIdzZ | (i 2 N®ntralldd fraine\gokk Get pSbly ¥ &ompetent authority which offers

providers or prospective providers of Al systems the possibility to develop, train, validate and test, where
appropriate in real world conditions, an innovative Al system, pursuant to eosrlan for a limited time under

regulatory supervision

GeW! L tfAGSNIOeQ YSIya aiAattar {y26ftSR3IS | yRerdafisRSNE G Yy
taking into account their respective rights and obligations in the context of this Regulation, to make an informed
deployment of Al systems, as well as to gain awareness about the opportunities and risks of Al and possible harm

it can cause;

PTO0 WiSa@aANTAR AQ2WEBAGAZ2YyaQ YSkrya GKS GSYLRNINEB GSadAy:
reaklworld conditions outside a laboratory or otherwise simulated environment, with a view to gathering reliable

and robust data and to assessiagd verifying the conformity of the Al system with the requirements of this

Regulation and it does not qualify as placing the Al system on the market or putting it into service within the
meaning of this Regulation, provided that all the conditions laidml in Article 57 or Article 60 are fulfilled;

(580 Wadzo2SOGQ ¥ 2-Worldtksng mkemhslahatuBal prion WS Ipdrticipates in testing in real

world conditions;

G WAYTF2NX¥SR O02yaSyidQ YShtya | adzzaSoiua FTNBSte IABSy:
her willingness to participate in particular testing in realvorld conditions, after having been informed of all

aspects of the testing that are relevant to the subject's decision to participate;

(60) "deep fake" means Ajenerated or manipulated image, audio or video content that resembles existing

persons, objects, places or events and would falsely appear to a person to be authentic or truthful

YW ARSALINBIFR AYFNAY3IASYSYGQ YSIkya Fyeé FFOG 2NJ 2YA&aaAz
individuals, which:

(a) which has harmed or is likely to harm the collective interests of individuals residing in at least two Member

States other than the Member State, in which:

(i) the act or omission originated or took place;

(ii) the provider concerned, or, where applicable, its authorised representative is established; or,

(iii) the deployer is established, when the infringement is committed by the deployer;
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(b) has caused, causes or is likely to cause harm to the collective interests of individuals and has common
features, including the same unlawful practice or the same interest being infringed, and is occurring concurrently,
committed by the same operator, &t least three Member States;

62 WONR GAOIFET AYFNFadNHzOGdzZNEQ YSEya ONRGAOFE AYyTNI adNI:
2022/2557;

6GIWISYISMNIIZ &S 'L Y2RStQ YSIya Fy 'L Y2RStX AyOfdzZRAy3
amount of data using seffupervision at scale, that displays significant generality and is capable of competently
performing a wide range of distinct4ks regardless of the way the model is placed on the market and that can

be integrated into a variety of downstream systems or applications, except Al models that are used for research,
development or prototyping activities before they are placed on thekeg

640 WKXBIDKOG OFLIOGAfAGASAQ Ay 3ISYSNIf LizN1IZ&asS 'L Y2RS
capabilities recorded in the most advanced gengralpose Al models.

cpyv WaealdSYAO N sgecric ty e highmpact chiFakilifies af gendialpurgbse Al models,

having a significant impact on the Union market due to their reach, or due to actual or reasonably foreseeable
negative effects on public health, safety, public security, fundamentais;j@r the society as a whole, that can

be propagated at scale across the value chain;

ccv WYHARNERIAES 'L aeadsSyQ YSIya Iy -puposéd AlanddeldndévkichOK A &
has the capability to serve a variety of purposes, both for direct use as well as for integration in other Al systems;
CT0 WYIRAWEGAY?AISNI GA2YyQ YSIya Fyeé YFEGKSYF GA @oirt 2 LISNI i
numbers, which are a subset of the real numbers typically represented on computers by an integer of fixed
precision scaled by an integer exponent ofx&di base;

B8)WR26YyaliNBIFY LINRPOBARSND YSIFya | LIND@poseSANdysem, whish ! L &ae
integrates an Al model, regardless of whether the Al model is provided by themselves and vertically integrated

or provided by another entity based on coattual relations.

Relevant Recitald:2- 19, 97 - 100,and 128
Relevant Annexed/A.
Relevant LegislatioiRegulation 2016/67Directive 2016/68PRequlation 2018/1725Requlation 2019/1020
Requlation 1025/201,2andDirective 2022/2557

Recitals:

(12)¢ KS y2iA2y 2F WL aedadsSyQ Ay GKAa wS3dzZ I GA2y &aKz2dzZ F
work of international organisations working on Al to ensure legal certainty, facilitate international convergence

and wide acceptance, while prdung the flexibility to accommodate the rapid technological developments in this

field. Moreover, the definition should be based on key characteristics of Al systems that distinguish it from simpler
traditional software systems or programming approaches ahould not cover systems that are based on the

rules defined solely by natural persons to automatically execute operations. A key characteristic of Al systems is

their capability to infer. This capability to infer refers to the process of obtainingutipats, such apredictions,

content, recommendations, or decisions, which can influence physical and virtual environments, and to a
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capability of Al systems to derive models or algorithms, or both, from inputs or data. The techniques that enable
inference while building an Al system include machine learning approaches that learn from data how to achieve
certain objectives, and logiand knowledgebased approaches that infer from encoded knowledge or symbolic
representation of the task to be solved. The capacity of an Al system to infer transcends basic data processing by
SyFotAy3d €SFENYAy3IZ NBI &2y AbASR @ NIBYRRE A2y JiK & KB @S NivK |
machinesThe reference to explicit or implicit objectives underscores that Al systems can operate according to
explicit defined objectives or to implicit objectives. The objectives of the Al system may be different from the
intended purpose of the Al system in &gific context. For the purposes of this Regulation, environments should

be understood to be the contexts in which the Al systems operate, whereas outputs generated by the Al system

reflect different functions performed by Al systems and include predictions, content, recommendations or
decisions. Al systems are designed to operate with varying levels of autonomy, meaning that they have some
degree of independence of actions from humanolvement and of capabilities to operate without human
intervention. The adaptiveness that an Al system could exhibit after deployment, refers -leasgifg

capabilities, allowing the system to change while in use. Al systems can be used onaamtarhsis or as a

component of a product, irrespective of whether the system is physically integrated into the product (embedded)

or serves the functionality of the product without being integrated therein{rmabedded).

OMoU0 ¢KS y2iA2y 2F WRSLI 28SNN NBFSNNBR (G2 Ay (GKAA wS:
including a public authority, agency or other body, using an Al system under its authority, except where the Al
system is used in the courska personal noiprofessional activity. Depending on the type of Al system, the use

of the system may affect persons other than the deployer.

6mMny ¢KS y2iG4A2Yy 2F WoA2YSGNRO RFGlIQ dzaASR Ay (GKAA wS3d:
data as defined in Article 4, point (14) of Regulation (EU) 2016/679, Article 3, point (18) of Regulation (EU)
2018/1725 and Article 3, jpat (13) of Directive (EU) 2016/680. Biometric data can allow for the authentication,
identification or categorisation of natural persons and for the recognition of emotions of natural persons.

(15)¢ KS y20A2Yy 2F WoA2YSGUNRAO ARSYGATFTAOFIGA2YQ NBFSNNBR
recognition of physical, physiological and behavioural human features such as the face, eye movement, body
shape, voice, prosody, gait, posture, hteate, blood pressure, odour, keystrokes characteristics, for the purpose

2F SaltlotAaKAY3I Iy AYRAQGARdIzZ £ Qa ARSyGAGe o6& O2YLI NRAy3
individuals in a reference database, irrespective of whetherindezidual has given its consent or not. This

excludes Al systems intended to be used for biometric verification, which includes authentication, whose sole
purpose is to confirm that a specific natural person is the person he or she claims to be arfulrtotbe identity

of a natural person for the sole purpose of having access to a service, unlocking a device or having security access

to premises.

6mMcUO ¢KS y20A2Y 2F WoA2YSGONRO OFGdS3aA2NRAal GA2YyQ NBTSNNE
persons to specific categories on the basis of their biometric data. Such specific categories can relate to aspects

such as sex, age, haolour, eye colour, tattoos, behavioural or personality traits, language, religion, membership

of a national minority, sexual or political orientation. This does not include biometric categorisation systems that

are a purely ancillary feature intrinsicaligked to another commercial service, meaning that the feature cannot,

for objective technical reasons, be used without the principal service, and the integration of that feature or
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functionality is not a means to circumvent the applicability of the rules of this Regulation. For example, filters
categorising facial or body features used on online marketplaces could constitute such an ancillary feature as they

can be used only in relan to the principal service which consists in selling a product by allowing the consumer

to preview the display of the product on him or herself and help the consumer to make a purchase decision. Filters

used on online social network services which categorise facial or body features to allow users to add or modify
pictures or videos could also be considered to be ancillary feature as such filter cannot be used without the
principal service of the socialmerk services consisting in the sharing of content online.

A7Y¢ KS y2GA2Yy 2F WNBY20S 060A2YSUNARO ARSY(GAFAOIGARZ2Y aéa
functionally, as an Al system intended for the identification of natural pers@hseut their active involvement,

typically at a distance, through the comparison &af% NE 2y Qa 0A2YSUNRO RIGF 6AGK GKS
a reference databasérespectively of the particular technology, processes or types of biometric dataSussd.

remote biometric identification systems are typically used to perceive mufigmeons or their behaviour
simultaneously in order to facilitate significantly thdentification of natural persons without their active
involvement. This excludes Aystems intended to be used for biometric verification, which includes
authentication, thesole purpose of which is to confirm that a specific natural person is the person helairsise

to be and to confirm the identity of a natural person for the sole purpokawfig access to a service, unlocking

a device or having security access to premishat exclusion is justified by the fact that such systems are likely

to have a minor impaatn fundamental rights of natural persons compared to the remote biomdgitification

systems which may be used for the processing of the biometric dattaafjeanumber of persons without their
FOGAGS Ay@2ft @SYSyh ®B@nfs, tiekcépturdy ¢f Be tRometrid el tie comparison and

the identification occur alhstantaneously, neainstantaneously or in any event without a significant delay. In
thisNB3IF NRX (GKSNB akKz2dzZ R 0SS y2 a02LI T2N OANDadiMerSy G Ay 3
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material, such as video footage, generated hyaanera or other device with similar functionality. In the case of

WLI2 40 Q a&eé ai dekiometric databas\liedtly Beénxaptured and the comparison and identification
occuronly after a significant delay. This involves material, such as pictures or video fgetagrated by closed

circuit television cameras or private devices, which has been gendrafiee: the use of the system in respect of

the natural persons concerned.

OMy 0 ¢KS y2iA2y 2F WSY2(GA2y NBO23ayAlAzy &aeaidsSyQ NBFSH
for the purpose of identifying or inferring emotions or intentions of natural persons on the basis of their biometric

data. The notion refersot emotions or intentions such as happiness, sadness, anger, surprise, disgust,
embarrassment, excitement, shame, contempt, satisfaction and amusement. It does not include physical states,

such as pain or fatigue, including, for example, systems useddntitegf the state of fatigue of professional pilots

or drivers for the purpose of preventing accidents. This does also not include the mere detection of readily
apparentexpressions, gestures or movements, unless they are used for identifying or irderatigns. Those

expressions can be basic facial expressions, such as a frown or aosmgésiures such as the movement of

hands, arms or head, or characteristics &f# s NE 2y Qa @2A OS> adzOK |a | NIXA&aSR @2
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to any physical space that is accessible to an undetermined number of natural persons, and irrespective of

29



whether the space in question is privately or publicly owned, irrespective of the activity for which the space may
be used, such as for commerce, for example, shops, restaurants, cafés; for services, for example, banks,
professional activities, hospitalityor sport, for example, swimming pools, gyms, stadiums; for transport, for
example, bus, metro and railway stations, airports, means of transport; for entertainment, for example, cinemas,
theatres, museums, concert and conference halls; or for leisucgherwise, for example, public roads and
squares, parks, forests, playgrounds. A space should also be classified as being publicly accessible if, regardless of
potential capacity or security restrictions, access is subject to certain predeterminedaahdiich can be

fulfilled by an undetermined number of persons, such as the purchase of a ticket or title of transport, prior
registration or having a certain age. In contrast, a space should not be considered to be publicly accessible if
access is limitk to specific and defined natural persons through either Union or national law directly related to
public safety or security or through the clear manifestation of will by the person having the relevant authority
over the space. The factual possibility ofess alone, such as an unlocked door or an open gate in a fence, does
not imply that the space is publicly accessible in the presence of indications or circumstances suggesting the
contrary, such as. signs prohibiting or restricting acc€ssnpany and factory premises, as well as offices and
workplaces that are intended to be accessed only by relevant employees and service providers, are spaces that
are not publicly accessible. Publicly accessible spaces should not include prisons aontrmleiSome other

spaces may comprise both publicly accessible anepbablicly accessible spaces, such as the hallway of a private
NEAARSYUGAlIf o0dzAf RAy3I ySOSaalNE G2 | 00Saa I R200G2NRa
not physical spaces. Whether a given space is accessible to the public should however be determined-on a case
by-case basis, having regard to the specificities of the individual situation at hand.

(97) The notion of generplurpose Al models should be clearly defined and set apart from the notion of Al systems
to enable legal certainty. The definition should be based on the key functional characteristics of agapese

Al model, in particulathe generality and the capability to competently perform a wide range of distinct tasks.
These models are typically trained on large amounts of data, through various methods, suctsageselfed,
unsupervised or reinforcement learning. Gen@@pose Al models may be placed on the market in various ways,
including through libraries, application programming interfaces (APIs), as direct download, or as physical copy.
These models may beirther modified or finduned into new models. Although Al models are essential
components of Al systems, they do not constitute Al systems on their own. Al models require the addition of
further components, such as for example a user interface, to beddmsy/stems. Al models are typically
integrated into and form part of Al systems. This Regulation provides specific rules for-geingoake Al models

and for generapurpose Al models that pose systemic risks, which should apply also when these nwdels ar
integrated or form part of an Al system. It should be understood that the obligations for the providers of-general
purpose Al models should apply once the geraugbose Al models are placed on the markiéhen the provider

of a generajpurpose Al model integrates an own model into its own Al system that is made available on the
market or put into service, that model should be considered to be placed on the market and, therefore, the
obligations in this Redation for models should continue to apply in addition to those for Al systems. The
obligations laid down for models should in any case not apply when an own model is used for purely internal
processes that are not essential for providing a product orraceeto third parties and the rights of natural

persons are not affected. Considering their potential significantly negative effects, the gamgrase Al models
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with systemic risk should always be subject to the relevant obligations under this Regulation. The definition should
not cover Al models used before their placing on the market for the sole purpose of research, development and
prototyping activities. This without prejudice to the obligation to comply with this Regulation when, following
such activities, a model is placed on the market.

(98) Whereas the generality of a model could, inter alia, also be determined by a number of parameters, models
with at least a billion of parameters and trained with a large amount of data usingspérvision at scale should

be considered to display sificant generality and to competently perform a wide range of distinctive tasks.

(99) Large generative Al models are a typical example for a gememabse Al model, given that they allow for
flexible generation of content, such as in the form of text, audio, images or video, that can readily accommodate
a wide range of distinctive &ks.

(100) When a genergdurpose Al model is integrated into or forms part of an Al system, this system should be
considered to be generaurpose Al system when, due to this integration, this system has the capability to serve

a variety of purposes. A genealirpose Al system can be used directly, or it may be integrated into other Al
systems.

(128) In line with the commonly established notion of substantial modification for products regulated by Union
harmonisation legislation, it is appropriate that whenever a change occurs which may affect the compliance of a
high-risk Al system with this Relgtion (e.g. change of operating system or software architecture), or when the
intended purpose of the system changes, that Al system should be considered to be a new Al system which should
undergo a new conformity assessment. However, changes occurrthg tlgorithm and the performance of Al
aeaisSya oKAOK O2yiGAydzsS G2 WESINYyQ | FG4SNI oSAy3 LX I OSR
adapting how functions are carried out, should not constitute a substantial modification, providechtsa t

changes have been poetermined by the provider and assessed at the moment of the conformity assessment.

Article 4
Al literacy

Providers and deployers of Al systems shall take measures to ensure, to their best extent, a sufficient level of Al
literacy of their staff and other persons dealing with the operation and use of Al systems on their behalf, taking
into account their techrdal knowledge, experience, education and training and the context the Al systems are

to be used in, and considering the persons or groups of persons on which the Al systems are to be used.

Relevant Recital20
Relevant Annexed/A
Relevant LegislatiomN/A

Recitals:
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(20) In order to obtain the greatest benefits from Al systems while protecting fundamental rights, health and

safety and to enable democratic control, Al literacy should equip providers, deployers and affected persons with

the necessary notions to make informed decisions regarding Al systesss. Adtions may vary with regard to

the relevant context and can include understanding the correct application of technical elements during the Al
aealdsSyQa RS@St2LIYSyd LKIF&AST (GKS YSIFadaNBa (G2 06S | LI A
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taken with the assistance of Al withve animpactonthem. In the context of the application this Regulation, Al

literacy should provide all relevant actors in the Al value chain with the insights required to ensure the appropriate
compliance and its correct enforcement. Furthermore, the wide implementatiéih literacy measures and the

introduction of appropriate followup actions could contribute to improving working conditions and ultimately

sustain the consolidation, and innovation path of trustworthy Al in the Union. The European Atrtificial Irtelligen

Board (the W. 2 | s4duld support the Commission, to promote Al literacy tools, public awareness and
understanding of the benefits, risks, safeguards, rights and obligations in relation to the use of Al systems. In
cooperation with the relevant stakeholders, the Commisaiahthe Member States should facilitate the drawing

up of voluntary codes of conduct to advance Al literacy among persons dealing with the development, operation

and use of Al
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Key Points

The Regulation prohibits Al systems that contradict Union values and fundamental right:

a)

b)

d)

e)

)]

h)

Prohibition of Manipulative Al:Al systems that use subliminal techniques or manipulative methods to

significantly alter a person's behaviour in a way that impairs informed deeisaking and causes harm.

Protection of Vulnerable IndividuatsAl systems that exploit vulnerabilities of individuals or groups
based on age, disability, or so@eonomic status to materially distort behaviour and cause significant

harm.

Social Scoring and Unfair Treatmenl systems that score individuals or groups over time based on
social behaviour or personal characteristics, leading to detrimental treatment in unrelated social

contexts or disproportionate to their behaviour.

Criminal Offense Risk Assessmewtl systems used solely for profiling individuals to predict criminal
offenses, except when supporting human assessments based on objective facts linked to criminal

activity.

Facial Recognition DatabasesCreating or expanding facial recognition databases through
indiscriminate scraping of images from the internet or CCTV for any purpose othespkaiiied law

enforcement objectives.

Emotion Inference in Work and EducatiorAl systems that infer emotions in the workplace or

educational institutions, except for medical or safety reasons.

Biometric Categorization Al systems that categorize individuals based on biometric data to infer
sensitive attributes like race, political views, or sexual orientation, except for l¥atfellingor filtering

of biometric datasets in law enforcement.

RealTime Biometric Identification The use of regime remote biometric identification systems in
public spaces for law enforcement, with exceptions for specific, substantial, and imminent threats, or
for locating suspects of serious crimes, and provided that necessary safeguardsjngabuihr

authorization by a judicial or independent administrative authority, are put in place.



CHAPTER
PROHIBITED RRACTICES

Article 5
Prohibited Al practices

1.The following Al practices shall be prohibited:

(a) the placing on the market, the putting into service or tee of an Al system that deploys subliminal
G§SOKyAldzSa o6Se2yR | LISNA2yQa O2yalOAzdzaySaa 2NJ LlzNLI a
objective, or the effect of materially distorting the behaviour of a person or a group of persons bycegiyye

impairing their ability to make an informed decision, thereby causing them to take a decision that they would

not have otherwise taken in a manner that causes or is reasonably likely to cause that person, another person or

group of persons signifiod harm;

(b) the placing on the market, the putting into service or the use of an Al system that exploits any of the
vulnerabilities of a natural person or a specific group of persons due to their age, disability or a specific social or
economic situation, with th@bjective, or the effect, of materially distorting the behaviour of that person or a
person belonging to that group in a manner that causes or is reasonably likely to cause that person or another

person significant harm;

(c) the placing on the market, the putting into service or the use of Al systems for the evaluation or classification
of natural persons or groups of persons over a certain period of time based on their social behaviour or known,
inferred or predicted pemnal or personality characteristics, with the social score leading to either or both of the

following:

() detrimental or unfavourable treatment of certain natural persons or groups of persons in social contexts

that are unrelated to the contexts in which the data was originally generated or collected;

(ii) detrimental or unfavourable treatment of certain natural persons or groups of persons that is unjustified

or disproportionate to their social behaviour or its gravity;

(d) the placing on the market, the putting into service for this specific purpose, or the use of an Al system for
making risk assessments of natural persons in order to assess or predict the risk of a natural person committing
a criminal offence, based sty on the profiling of a natural person or on assessing their personality traits and
characteristics; this prohibition shall not apply to Al systems used to support the human assessment of the
involvement of a person in a criminal activity, which is alsebased on objective and verifiable facts directly

linked to a criminal activity;

(e) the placing on the market, the putting into service for this specific purpose, or the use of Al systems that
create or expand facial recognition databases through the untargeted scraping of facial images from the internet

or CCTV footage;
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(f) the placing on the market, the putting into service for this specific purpose, or the use of Al systems to infer
emotions of a natural person in the areas of workplace and education institutions, except where the use of the

Al system is intended to lqaut in place or into the market for medical or safety reasons;

(9) the placing on the market, the putting into service for this specific purpose, or the use of biometric
categorisation systems that categorise individually natural persons based on their biometric data to deduce or
infer their race, political opiniondgrade union membership, religious or philosophical beliefs, sex life or sexual
orientation; this prohibition does not cover any labelling or filtering of lawfully acquired biometric datasets, such
as images, based on biometric data or categorizing of bioméata in the area of law enforcement;
OKO GKS -GABS@FNINBES 0A2YSUINRO ARSY(GAFTAOIGARZY &deaidsSvya
of law enforcement, unless and in so far as such use is strictly necessary for one of the following objectives:

(i) the targeted search for specific victims of abduction, trafficking in human beings or sexual exploitation of

human beings, as well as the search for missing persons;

(i) the prevention of a specific, substantial and imminent threat to the life or physical safety of natural

persons or a genuine and present or genuine and foreseeable threat of a terrorist attack;

(i) the localisation or identification of a perssnispected of having committed a criminal offence, for the
purpose of conducting a criminal investigation or prosecution or executing a criminal penalty for offences
referred to in Annex Il and punishable in the Member State concerned by a custodial sentemdetention

order for a maximum period of at least four years.

Point (h) of the first subparagraph is without prejudice to Article 9 of Regulation (EU) 2016/679 for the processing

of biometric data for purposes other than law enforcement.

HPCKS dz&iS YBTR WEBN2(0S 0A2YSGNAO ARSYGATAOIGAZ2Y &aedadsSvya
law enforcement for any of the objectives referred to in paragraph 1, first subparagraph, point (h), shall be
deployed for the purposes setibin that point only to confirm the identity of the specifically targeted individual,

and it shall take into account the following elements:

(a) the nature of the situation giving rise to the possible use, in particular the seriousness, probability and scale

of the harm that would be caused if the system were not used;

(b) the consequences of the use of the system for the rights and freedoms of all persons concerned, in particular

the seriousness, probability and scale of those consequences.

LY | RRAGAZ2Y 30 AGYVKSRY) dlBSy 22115 WMRIVISGNA O ARSYGAFTFAOLIGAZ2Y &aeéa
purposes of law enforcement for any of the objectives referred to in paragraph 1, first subparagraph, point (h),

of this Article shall comphyith necessary and proportionate safeguards and conditions in relation to the use in
accordance with the national law authorising the use thereof, in particular as regards the temporal, geographic

FYR LISNR2Y T AYAGFOAMY2S5%E ehbeiediddific8ionzystend il RiblighNaBcestible

spaces shall be authorised only if the law enforcement authority has completed a fundamental rights impact

assessment as provided for Auticle 27and has registered the system in the EU database accordiAgtitie
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49. However, in duly justified cases of urgency, the use of such systems may be commenced without the

registration in the EU database, provided that such registration is completed without undue delay.

3.For the purposes of paragraph 1, first subparagraph, point (h) and paragraph 2, each use for the purposes of
flrg SYyF2NOSMIWEQ2 WEIYV2FRBSI6A2YSUNRO ARSYGAFTFAOFKGAZ2Y &dda
subject to a prior authorisationrgnted by a judicial authority or an independent administrative authority whose

decision is binding of the Member State in which the use is to take place, issued upon a reasoned request and in
accordance with the detailed rules of national law referredinioparagraph 5. However, in a duly justified

situation of urgency, the use of such system may be commenced without an authorisation provided that such
authorisation is requested without undue delay, at the latest within 24 hours. If such authorisatiejedted,

the use shall be stopped with immediate effect and all the data, as well as the results and outputs of that use

shall be immediately discarded and deleted.

The competent judicial authority or an independent administrative authority whose decision is binding shall grant

the authorisation only where it is satisfied, on the basis of objective evidence or clear indications presented to

AT GKEG  0KEHAASQ 2NB YRS WMR YSUNAO ARSYUGATAOFIGAR2Y &&
proportionate to, achieving one of the objectives specified in paragraph 1, first subparagraph, point (h), as
identified in the request and, in particular, remains limited thawis strictly necessary concerning the period of

time as well as the geographic and personal scope. In deciding on the request, that authority shall take into
account the elements referred to in paragraph 2. No decision that produces an adverse legabefé person

Y& 0SS dF 1Sy ol aSR &2 tiSk¥esS @ yNBIKSH 2 daiALadxiS 2N Qi KASR SHNGSA T A
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accessible spaces for law enforcement purposes shall be notified to the relevant market surveillance authority

and the national data protectioauthority in accordance with the national rules referred to in paragraph 5. The
notification shall, as a minimum, contain the information specified under paragraph 6 and shall not include
sensitive operational data.

pd! aSYOoSNI {dIGS YFre RSOARS (2 LINPOARS FT2NI-0iKESQ2aar
remote biometric identification systems in publicly accessible spaces for the purposes of law enforcement within

the limits and under the cornitions listed in paragraph 1, first subparagraph, point (h), and paragraphs 2 and 3.

Member States concerned shall lay down in their national law the necessary detailed rules for the request,
issuance and exercise of, as well as supervision and reposrlagng to, the authorisations referred to in

paragraph 3. Those rules shall also specify in respect of which of the objectives listed in paragraph 1, first
subparagraph, point (h), including which of the criminal offences referred to in point (h)(iigahethe

competent authorities may be authorised to use those systems for the purposes of law enforcement. Member

States shall notify those rules to the Commission at the latest 30 days following the adoption thereof. Member

States may introduce, in acaance with Union law, more restrictive laws on the use of remote biometric

identification systems.

6.National market surveillance authorities and the national data protection authorities of Member States that

KFI?S 0SSy y20ATHNIRSOF NBRR (id3a $ A2F SUMNBIOE ARSYGAFAOLFIGAZ2Y
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for law enforcement purposes pursuant to paragraph 4 shall submit to the Commission annual reports on such
use. For that purpose, the Commission shall provide Member States and national market surveillance and data
protection authorities with a templatencluding information on the number of the decisions taken by competent
judicial authorities or an independent administrative authority whose decision is binding upon requests for

authorisations in accordance with paragraph 3 and their result.

7.The Commission shall publish annual reports on the use cfir@lremote biometric identification systems
in publicly accessible spaces for law enforcement purposes, based on aggregated data in Member States on the
basis of the annual reports referretb in paragraph 6. Those annual reports shall not include sensitive

operational data of the related law enforcement activities.

8.This Article shall not affect the prohibitions that apply where an Al practice infringes other Union law.

Relevant Recital®6 - 45
Relevant Annexeginnex I
Relevant Legislatiof:FE|JRegulation 2016/679Commission Implementing Regulation (2018/679 c,
Directive 2016/680

Recitals:

(26) In order to introduce a proportionate and effective set of binding rules for Al systems, a clearly defined risk
based approach should be followed. That approach should tailor the type and content of such rules to the intensity
and scope of the risks thatl systems can generate. It is therefore necessary to prohibit certain unacceptable
practices, to lay down requirements for higbk Al systems and obligations for the relevant operators, and to lay
down transparency obligations for certain Al systems.

(27) While the riskbased approach is the basis for a proportionate and effective set of binding rules, it is important

to recall the 201%thics guidelines for trustworthy déveloped by the independent Al HLEG appointed by the
Commission. In those guidelines, the Al HLEG developed sevbimdiog ethical principles for Al which are
intended to help ensure that Al is trustworthy and ethically sound. The seven principlds imeman agency

and oversight; technical robustness and safety; privacy and data governance; transparency; diversity, non
discrimination and fairness; societal and environmental-eilhg and accountability. Without prejudice to the
legally binding requements of this Regulation and any other applicable Union law, those guidelines contribute

to the design of coherent, trustworthy and hume@ntric Al, in line with the Charter and with the values on which

the Union is founded. According to the guidelioéshe Al HLEG, human agency and oversight means that Al
systems are developed and used as a tool that serves people, respects human dignity and personal autonomy,
and that is functioning in a way that can be appropriately controlled and overseen by burmachnical
robustness and safety means that Al systems are developed and used in a way that allows robustness in the case
of problems and resilience against attempts to alter the use or performance of the Al system so as to allow
unlawful use by third paies, andstandard unintended harm. Privacy and data governance means that Al systems

are developed and used in accordance with privacy and data protection rules, while processing data that meets
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high standards in terms of quality and integrity. Transparency means that Al systems are developed and used in
a way that allows appropriate traceability and explainability, while making humans aware that they
communicate or interact with an Al systemvesll as duly informing deployers of the capabilities and limitations

of that Al system and affected persons about their rights. Diversitydigmnimination and fairness means that

Al systems are developed and used in a way that includes diverse aafopscemotes equal access, gender
equality and cultural diversity, while avoiding discriminatory impacts and unfair biases that are prohibited by
Union or national law. Social and environmental vbeling means that Al systems are developed and used in a
sugainable and environmentally friendly manner as well as in a way to benefit all human beings, while monitoring
and assessing the lortgrm impacts on the individual, society and democracy. The application of those principles
should be translated, when padke, in the design and use of Al models. They should in any case serve as a basis
for the drafting of codes of conduct under this Regulation. All stakeholders, including industry, academia, civil
society andstandardization organisations, are encouraged to take into account, as appropriate, the ethical
principles for the development of voluntary best practices and standards.

(28) Aside from the many beneficial usesAdfit can also be misused and provide novel and powerful tools for
manipulative, exploitative and social control practices. Such practices are particularly harmful and abusive and
should be prohibited because they contradict Union values of respect for hugmaty,dfreedom, equality,
democracy and the rule of law and fundamental rightsshrined in the Charteincluding the right to non
discriminationto data protection ando privacy and the rights of the child.

(29) Alenabled manipulative techniques can be used to persuade persons to engage in unwanted behaviours, or
to deceive them by nudging them into decisions in a way that subverts and impairs their autonomy, decision
making and free choices. The placing on the market, the putting into service or the use of certain Al systems with
the objective to or the effect of matially distorting human behaviour, whereby significant harms, in particular
having sufficiently important adverse impacts on physical, psychological health or financial interests are likely to
occur, are particularly dangerous and should therefore be ipitgll. Such Al systems deploy subliminal
components such as audio, image, video stimuli that persons cannot perceive, as those stimuli are beyond human
LISNOSLIiA2y T 2NJ 20KSNJ YIyALdzZ FGAGS 2N RSOSLIikighS G SOKYy |
making or free choice in ways that people are not consciously aware of those techniques or, where they are aware
of them, can still be deceived or are not able to control or resist them. This could be facilitated, for example, by
machinebrain interfaces or virtual reality as they allow for a higher degree of control of what stimuli are
presented to persons, insofar as they may materially distort their behaviour in a significantly harmful manner. In
addition, Al systems may also otherwise exploititbhmerabilities of a person or a specific group of persons due

to their age, disability within the meaning of Directive (EU) 2019/882 of the European Parliament and of the
Council 16), or a specific social or economic situation that is likely to make those persons more vulnerable to
exploitation such as persons living in extreme poverty, ethnic or religious minorities. Such Al systems can be placed
on the market, put into service ased with the objective to or the effect of materially distorting the behaviour of

a person and in a manner that causes or is reasonably likely to cause significant harm to that or another person

16 Directive (EU) 2019/882 of the European Parliament and of the Council of 17 April 2019 on the accessibility
requirements for products and services (OJ L 151, 7.6.2019, p. 7@)ps://eur-
lex.europa.eu/eli/dir/2019/882/0j
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or groups of persons, including harms that may be accumulated over time and should therefore be prohibited. It
may not be possible to assume that there is an intention to distort behaviour where the distortion results from
factors external to the Al systewhich are outside the control of the provider or the deployer, namely factors
that may not be reasonably foreseeable and therefore not possible for the provider or the deployer of the Al
system to mitigate. In any case, it is not necessary for the pnowidée deployer to have the intention to cause
significant harm, provided that such harm results from the manipulative or exploitatimeabled practices. The
prohibitions for such Al practices are complementary to the provisions contained in DiP&&B/29/EC of the
European Parliament and of the Countif)( in particular unfair commercial practices leading to economic or
financial harms to consumers are prohibited under all circumstances, irrespective of whether they are put in place
through Al systems or otherwise. The prohibitions of manipulative gplbigative practices in this Regulation
should not affect lawful practices in the context of medical treatment such as psychological treatment of a mental
disease or physical rehabilitation, when those practices are carried out in accordance with tbatd@Ew and
medical standards, for example explicit consent of the individuals or their legal representatives. In addition,
common and legitimate commercial practices, for example in the field of advertising, that comply with the
applicable law shouldat, in themselves, be regarded as constituting harmful manipulathenabled practices.

(30) Biometric categorisation systems that are basechatural perso@ Q@ 6 A2 YSGNA O Rl GF X &dzOK
LISNE2Yy Qa FI OS 2NJ FAYISNIINAY(GZ (G2 RSRdz0S 2NIJAYFSNI Iy A
or philosophical beliefs, race, sex life or sexual orientation should be prohibited. Thigipro$iifouldnot cover

the lawful labelling, filtering or categorisation of biometric datasets acquired in line with Union or national law
according to biometric data, such as the sorting of images according to hair colour or eye colour, which can for
example be useih the area of law enforcement.

(31) Al systems providing social scoring of natural persons by public or private actors may lead to discriminatory
outcomes and the exclusion of certain groups. They may violate the right to dignity awlisnomination and

the values of equality and justicBuch Al systems evaluate or classify natural persons or groups thereof on the
basis of multiple data points related to their social behaviour in multiple contexts or known, inferred or predicted
personal or personality characteristics over certain periddisne. The social score obtained from such Al 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 generatedllected or to a
detrimental treatment that is disproportionate or unjustified to the gravity of their social behaviour. Al systems
entailing such unacceptable scoring practices and leading to such detrimental or unfavourable outcomes should
therefore be pohibited. That prohibition should not affect lawful evaluation practices of natural persons that are
carried out for a specific purpose in accordance with Union and national law.

B2 ¢KS dzaS 2F -iAYS&BRANBYA(IF20K INBENRO ARSYGAFAOIGAZ2Y 3

spaces for the purpose of law enforcement is particularly intrusive to the rights and freedoms of the concerned

17 Directive 2005/29/EC of the European Parliament and of the Council of 11 May 2005 concerning unfair
businesgo-consumer commercial practices in the internal market and amending Council Directive 84/450/EEC,
Directives 97/7/EC, 98/27/EC and 2002/65/E@efEuropean Parliament and of the Council and Regulation (EC)

b2 Hnnckunnan 2F GKS 9dzNRPLISIY tFNXAIFYSyd FyR 2F (GKS /2
11.6.2005, p. 22https://eur-lex.europa.eu/eli/dir/2005/29/0j
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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. Technical inaccuracies of Al systems intended for the remote biometric identification of natural persons
can lead to biased results and entail discriminatory eff@shpossible biased results and discriminatory effects

are particularly relevant with regard toage, ethnicity, race, sex or disabilities. In addition, the immediacy of the
impact and the limited opportunities for further checks or corrections in relation to the use of such systems
operating in reatime carry heightened risks for the rights and ftems of the personsoncernedn the context

of, or impactedby, law enforcement activities.

(33) The use of those systems for the purpose of law enforcement should therefore be prohibited, except in
exhaustively listed and narrowly defined situations, where the use is strictly necessary to achieve a substantial
public interest, the importance of whiclitweighs the risks. Those situations involve the search for certain victims

of crime including missing persons; certain threats to the life or to the physical safety of natural persons or of a
terrorist attack; and the localisation or identification adrpetrators or suspects of the criminal offences listed in

an annex to this Regulation, where those criminal offences are punishable in the Member State concerned by a
custodial sentence or a detention order for a maximum period of at least four yeamsahey are defined in

the law of that Member State. Such a threshold for the custodial sentence or detention order in accordance with
national law contributes to ensuring that the offence should be serious enough to potentially justify the use of
WNBYSQ NBY2(0S 0A2YSUNRO ARSYUGATAOFIGAZ2Y aeaitSvyao az2NB2
to this Regulation is based on the 32 criminal offences listed in the Council Framework Decision 2002/584/JHA
(18), taking into account that some of those offences are, in practice, likely to be more relevant than others, in
GKFG GKS NBOA®RSHS Nb22 WSS 1682 YSINRAO ARSYGATFAOFIGAZY O
proportionate to highly varying degredsr the practical pursuit of the localisation or identification of a
perpetrator or suspect of the different criminal offences listed and having regard to the likely differences in the
seriousness, probability and scale of the harm or possible negatigequences. An imminent threat to life or

the physical safety of natural persons could also result from a serious disruption of critical infrastructure, as
defined in Article 2, point (4) of Directive (EU) 2022/2557 of the European Parliament and of ncé C8)

where the disruption or destruction of such critical infrastructure would result in an imminent threat to life or the
physical safety of a person, including through serious harm to the provision of basic supplies to the population or
to the exercise fothe core function of the State. In addition, this Regulation should preserve the ability for law
enforcement, border control, immigration or asylum authorities to carry out identity checks in the presence of the
person concerned in accordance with thenditions set out in Union and national law for such checks. In
particular, law enforcement, border control, immigration or asylum authorities should be able to use information

systems, in accordance with Union or national law, to identify persons whogauriidentity check, either refuse

18 Council Framework Decision 2002/584/JHA of 13 June 2002 on the European arrest warrant and the surrender
procedures between Member States (OJ L 190, 18.7.2002, p. 1). Consolidated version avaliéble /&tur -
lex.europa.eu/legatontent/EN/TXT/?uri=CELEX%3A02002F25R¥90328

9 Directive (EU) 2022/2557 of the European Parliament and of the Council of 14 December 2022 on the resilience
of critical entities and repealing Council Directive 2008/114/EC (OJ L 333, 27.12.2022,, ppithé4)eur-
lex.europa.eu/eli/dir/2022/2557/0j
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to be identified or are unable to state or prove their identity, without being required by this Regulation to obtain
prior authorisation. This could be, for example, a person involved in a crime, being unwilling or unable due to an
accident or a medical odlition, to disclose their identity to law enforcement authorities.

(34) In order to ensure that those systems are used@sponsible and proportionate manner, it is also important

to establish that, in each of those exhaustively listed and narrowly defined situations, certain elements should be
taken into account, in particular as regards the nature of the situation givisg to the request and the
consequences of the use for the rights and freedoms of all persons concerned and the safeguards and conditions
LINE GARSR F2NJ gAlGK (KS dASTESQLWENRRBIDAPY Sili KB OdzZARSYEA P
aceessible spaces for the purpose of law enforcement should be deiolygd confirm the specifically targetl
AYRAQGARdzZ £t Qa ARSY(GAGE YR aK2dzZ R 0S fAYA(GSRwellad gKI G )
the geographic and personal scope, having regard in particular to the evidence or indications regarding the
threats, the victims or perpetrator. The use of the t@le remote biometric identification system in publicly
accessible spaces should bathorized onlyif the relevant law enforcement authority has completed a
fundamental rights impact assessment and, unless provided otherwise in this Regulation, has registered the
system in the database as set out in this Regulation. The reference database of persons should betagpropria
each use case in each of the situations mentioned above.

(350 91 OK dzai3 YBR INBYREISt 0 A2YSGNARO ARSYGAFTFAOFIGAZ2Y &agads
of law enforcement should be subject to an express and specific authorisation by a judicial authority or by an
independent administrative authidy of a Member Statevhose decision is binding. Such authorisation shauld
principle be obtained prior to the use of thd system with a view to identiiiyg a person or persons. Exceptions

to that rule should be allowed in duly justified situatiamsground of urgencynamely insituations where the

need to use the systenmncernedis such as to make it effectively and objectively impossible to obtain an
authorisation before commencing the uskthe Al systemin such situations of urgency, the ugeAl system

should be restricted to the absolute minimum necessarysimlildbe subject to appropriate safeguards and
conditions, as determined in national law and specified incthr@ext of each individual urgent use case by the

law enforcement authority itself. In addition, the law enforcement authority should in such situations request
such authorisation whélproviding the reasons for not having been able to request it earlier, without undue delay
andat the latest within 24 hours. If suem authorisation is rejected, the use of ramhe biometric identification
systems linked to that authorisation shouwdasewith immediate effect and all the data related to such use
should be discarded and deleted. Such data includes dgatdirectlyacquired by an Al system in the course of

the use of such system as well as the results and outputs of the use linked to that authorisation. It should not
include inputthat islegally acquired in accordance with anothdmionor nationallaw. In any case, no decision
producing an adverse legal effect on a persbouldbe taken solely basesblelyon the output of the remote
biometric identification system.

(36) In order to carry out their tasks in accordance with the requirements set out in this Regulation as well as in
national rules, the relevant market surveillance authority and the national data protection authority should be
notified of each use of the reime biometric identification systenMarket surveillance authorities and the
national data protection authorities that have been notified should submit to the Commission an annual report

on the use of redime biometric identification systems.
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(37) Furthermore, it is appropriate to provide, within the exhaustive framework set by this Regulation that such
use in the territory of a Member State in accordance with this Regulation should only be possible where and in as
far as the Member Stateoncernechas decided to expressly provide for the possibility to authorise such use in its
detailed rules of national law. Consequently, Member States remain free under this Regulation not to provide for
such a possibility at all or to only provide for such a ipdig in respect of some of the objectives capable of
justifying authorised use identified in this RegulatiBachnational rules should be notified to the Commission
within 30 daysof their adoption.

(38) The use of Al systems for rtiate remote biometric identification of natural persons in publicly accessible
spaces for the purpose of law enforcement necessarily involves the processing of biometric data. The rules of this
Regulation that prohibit, sybct to certain exceptions, such use, which are based on Article 16 TFEU, should apply
as lex specialis in respect of the rules on the processing of biometric data contained in Artiéérd€tioé (EU)
2016/68Q thus regulating such use and the processing of biometric data involved in an exhaustive manner.
Therefore, such use and processing should be possilylm as far as it is compatible with the framework set by

this Regulation, without there being scope, outside that framework, for the competent authorities, where they
act for purpose of law enforcement, to use such systems and process such data in corthectito on the
grounds listed in Article 10 Bfirective (EU) 2016/680n that context, this Regulation is not intended to provide

the legal basis for the processing of personal data under ArticleD@&edtive (EU) 2016/68However, the use

of realtime remote biometric identification systems in publicly accessible spaces for purposes other than law
enforcement, including by competent authorities, should not be covered by the specific framework regarding such
use for the purpose of law enforcement setlig Regulation. Such use for purposes other than law enforcement
should therefore not be subject to the requirement of an authorisation under this Regulation and the applicable
detailed rules of national law that may give effect bat authorisation

(39) Any processing of biometric data and other personal data involved in the use of Al systems for biometric
identification, other than in connection to the use of rBale remote biometric identification systems in publicly
accessible spaces for the purpad law enforcement as regulated by this Regulation, should continue to comply
with all requirements resulting from Article 10 Birective (EU) 2016/680For purposes other than law
enforcement, Article 9(1) d?egulation (EU) 2016/67&nd Article 10(1) oRegulation (EU) 2018/173%&ohibit

the processing of biometric data subject to limited exceptions as provided in those articles. In application of Article
9(1) of Regulation (EU) 2016/679he use of remote biometric identification for purposes other than law
enforcement has already been subject to prohibition decisions by national data protection authorities.

(40) In accordance with Article 6a of Protocol No 21 on the position of the United Kingdom and Ireland in respect
of the area of freedom, security and justice, as annexed to the TEU and to the TFEU, Ireland is not bound by the
rules laid down in Article 5(1fifst subparagraphpoint @), to the extent it applies to the use of biometric
categorisation systems for activities in the field of police cooperation and judicial cooperation in criminal matters,
Article 5(1)first subparagraphpoint(d), to the extent it applies to the use of Al systems covered by that pravision
Article 5(1), first subparagraph, point (h), Articl§%) to (6) and Article 26(1@f this Regulation adopted on the

basis of Article 16 TFEU which relate to the processing of personal data by the Member States when carrying out

activities falling within the scope of Chapter 4 or Chapter 5 of Title V of Part Three of the TFEU, lahdris Ire
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not bound by the rules governing the forms of judicial cooperation in criminal matters or police cooperation which
require compliance with the provisions laid down on the basis of Article 16 TFEU.

(41) In accordance with Articles 2 and 2a of Protocol No 22 on the position of Denmark, annexed to the TEU and
to the TFEU, Denmark is not bound by rules laid down in Articlefis§i subparagraphpoint @), to the extent

it applies to the use of biometric categorisation systems for activities in the field of police cooperation and judicial
cooperation in criminal matters, Article 5(fiyst subparagraphpoint(d), to the extent it applies to the use of Al
systems covered by that provisjdirticle 5(1), first subparagraphpoint (h), (2) to (6&nd Article 26 (10)f this
Regulation adopted on the basis of Article 16 TFEU, or subject to their application, which relate to the processing
of personal data by the Member States when carrying out activities falling within the scope of Chapter 4 or
Chapter 5 of Title V ¢fart Three of the TFEU.

(42) In line with the presumption of innocence, natural persons in thierishould always be judged on their
actual behaviour. Natural persons should never be judged epredlicted behaviour based solely on their
profiling, personality traits or characteristics, such as nationality, place of birth, place of residence, number of
children,level ofdebtor type of car, without a reasonable suspicion of that person being involved in a criminal
activity based on objective verifiable facts and without human assessment thereof. Therefore, risk assessments
carried outwith regard tonatural persons in order to assess thelihoodof their offending or forto predict the
occurrence of an actual or potential criminal offence basetely on profilingthem or an assessingheir
personality traits and characteristics should be prohibited. In any case, this prohibition does not refer to or touch
upon risk analytics that are not based on the profiling of individuals or on the personality traits and characteristics
of individwals, such as Al systems using risk analytics to assess the risk of financial fraud by undertakimgs on
basis ofsuspicious transactions or risk analytic tools to predict the likelihood of localisation of narcotics or illicit
goods by customs authorities, for examplethebass of known trafficking routes.

(43) The placing on the markete putting into service for tht specific purpose, dhe use of Al systems that

create or expand facial recognition databases through the untargeted scraping of facial images from the internet
or CCTV footagshould be prohibitetbecausehat practice adds to the feeling of mass surveillance and can lead

to gross violations of fundamental rights, including the right to privacy.

(44) There are serious concerns about the scientific basis of Al systems aiming to identify or infer emotions,
particularly as expression of emotions vary considerably across cultures and situations, and even within a single
individual. Among the key shortcamgs of such systems are the limited reliability, the lack of specificity and the
limited generakability. Therefore, Al systems identifying or inferring emotions or intentions of natural persons
on the basis of their biometric data may lead to discriminatory outcomes and can be intrusive to the rights and
freedoms of the concerned persons. Considettiegimbalance of power in the context of work or education,
combined with the intrusive nature of these systems, such systems could lead to detrimental or unfavourable
treatment of certain natural persons or whole groups thereof. Therefore, the placitige anarket,the putting

into service, othe use of Al systems intended to be used to detect the emotional state of individuals in situations
related to the workplace and education should be prohibitedt pfohibition should not cover Al systems placed

on the market strictly for medical or safety reasons, such as systems intended for therapeutical use.

(45) Practices that are prohibited by Uni@wi including data protection law, nedliscrimination law, consumer

protection law, and competition law, should not be affected by this Regulation.
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Key Points

1) Classification of highrisk Al systems

The Regulation classified as higgk Al systems that:

a)

b)

c)

d)

9)

Are intended to be used as safety components of products or are themgalvdsacts covered by Union
harmonisation legislation listed in Annex | and that require Huiegity conformity assessment under the

same legislation;
Are intended for any of the use cases listed in Annex lll;

Al systems listed in Annex Ill may not be considered-hghif they do not significantly harm health,
safety, or fundamental rights, and if thdylfil certain conditions such as performing narrow tasks,
improving previous human activities, or not materially influencing decimaking without proper

human review.

Despite the exceptions applicable to Al systems listed in Annex lll, Al systems performing profiling of

natural persons are always considered hitgk;

Any other Al system that presents risks to the health, safety, and fundamental rights of individuals may

be considered high risk.

Commission will provide guidelines and practical examples for implementing Article 6 by February 2026,
while it may amend the conditions for higlsk classification based on evidence and market or

technological developments.

The Commission can amend Annex lll to add or modify-isghAl system useases based on risk

assessments and criteria such as the intended purpose, data processed, autonomy, and potential harm.

2) Obligations of highrisk Al system providers

Highrisk Al system providers must comply with the following obligations, considering their intended purpose

and the state of the art in Al technologies:

a)

Risk Management SystemA continuous, iterative risk management process that includes risk

identification, analysis, estimation, evaluation, and adoption of appropriate risk management;

b) Data and Data Governanc®uality of datasets for training or testing of Al models should be ensured,

subject to appropriate data governance and management practices. Data sets must be relevant,
representative, erroffree, and complete, considering the intended purpose and thecHjz settings

where the Al system will be used.

Technical Documentation and Recoe#keping Technical documentation to demonstrate compliance
with the regulation and records of events ('logs') automatically recorded over the system's lifetime for

traceability.



d) Transparency and Information Provisiofransparency in operations, with instructions for use that are

accessible and comprehensible to deployers.

e) Human OversightEffective human oversight to prevent or minimize risks, with measures proportionate

to the system's risks and level of autonomy.

f) Accuracy, Robustness, and Cybersecuribpppropriate levels of accuracyrobustness, and

cybersecurity, performing consistently throughout their lifecycle.

g) Quality Management SystemDocumented quality management system must be in place, covering
regulatory compliance, design and development processes, risk management, andnatst

monitoring.

h) Corrective Actions and Information DutyProviders must take corrective actions for roampliant Al

systems and inform relevant parties and authorities of risks and incidents.

i) Cooperation with Authorities Cooperation with competent authorities, providing necessary

information and documentation upon request.

i) Authorised RepresentativesProviders from third countries must appoint an authorised representative

in the EU to ensure compliance and act as a contact point.
3) Responsibilities along the Al Value Chain:

a) Importers and distributors should Verify Al system’s compliance, indicate their contact details, and

ensure proper storage and transport conditions.

b) Distributors, importers, deployers, or third parties may assume provider obligations under certain
conditions, such as making substantial modifications or changing the intended purpose of an Al system

or putting a highrisk Al system in the market undereiin name and logo.
4) Deployer Obligations:

Highrisk Al system deployers must comply with the following obligations, considering their intended purpose

and the state of the art in Al technologies:

a) Compliance with InstructionsUse higkrisk Al systems according to the provided instructions, taking

appropriate technical and organizational measures.

b) Human Oversight Assign competent natural persons for human oversight, ensuring they have the

necessary competence, training, authority, and support.

c) Additional Obligations Comply with other legal responsibilities under Union or national law, nor the

deployer's organizational freedom.

d) Data Control If deployers control input data, they must ensure it is relevant and representative for the

Al system's intended purpose.



5)

6)

e)

)

h)

k)

m)

Monitoring and Reporting Monitor Al systems and report to providers and authorities if risks or serious
incidents are identified. Financial institutions may fulfill monitoring obligations through existing

governance rules.

Log Retention Keep automatically generated logs for at least six months or as required by law. Financial

institutions should maintain logs as per financial service law.

Employees involvementinform employees and their representatives before using gk Al systems

at the workplace, following Union and national laws.

Data Protection ComplianceUse information provided by providers to fulfill data protection impact

assessment obligations.

DecisionMaking Al Systemsinform natural persons when they are subject to decigioaking Al

systems, except for law enforcement purposes where Directive (EU) 2016/680 applies.

Fundamental Rights Impact Assessmemrissess the impact on fundamental rights before deploying

certain highrisk Al systems. A template document will be published by the EU Al Office.

Cooperation with Authorities Cooperate with competent authorities for actions related to higtk Al

systems.

Public Authority Registrationln addition to the above, public authorities deploying hrgdk Al systems

must comply with registration obligations and not use unregistered systems.

Law Enforcement Usen addition to the above, for law enforcement use of biometric identification
systems, obtain authorization and document each use, with annual reports to authorities. Member

States may impose stricter laws.

Notifying Authorities and Notified Bodies

a)

b)

c)

Member States must designate notifying authorities responsible for assessing and designating

conformity assessment bodies.

Notify bodies must meet specific requirements and be notified to the Commission and other Member

States using an electronic tool.

Notified bodies are tasked to verify the conformity of higgk Al systems and avoid unnecessary

burdens on providers, respecting the level of protection required.

Standards, Conformity Assessment, CE marking

a)

b)

Harmonised Standards Compliance with harmonised standards presumes conformity with the

Regulation's requirements.

Standardisation RequestsThe Commission will issue requests to CEN/CENELEC to develop standards

that ensure Al systems meet the Regulation's requirements.

Common SpecificationsThe Commission may establish common specifications if harmonised standards

are insufficient or not delivered on time.



d)

g)

Conformity Assessment Procedure®roviders must follow specific procedures for demonstrating

compliance, with the involvement of notified bodies when necessary.

Certificates Notified bodies issue certificates indicating conformity, which are valid for a specified

period and can be extended upon-assessment.

CE MarkingHighrisk Al systems must bear the CE marking, indicating conformity with the Regulation

and other applicable Union law.

Registration Providers and deployers must register higgk Al systems in the EU database before

placing them on the market or putting them into service.



CHAPTER
HIGHRISK Al SYSTEMS

SECTION
Classification of Al Systems high-risk

Article 6
Classification rules for highisk Alsystems
1. Irrespective of whether an Al system is placed on the market or put into service indeperafehéyproducts
referred to in points (a) and (b), that Al system shall be consideredrtighvhere both of the following

conditions are fulfilled:

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

covered by the Union harmonisation legislation listedimexl;

(b) the product whose safety component pursuant to point (a) is the Al system, or the Al system itself as a
product, is required to undergo a thiglarty conformity assessment, with a view to the placing on the market or

putting into service of that produgursuant to the Union harmonisation legislation listed in Annex I;

2. In addition to the highisk Al systems referred to in paragraph 1, Al systems referred Aomex llishallbe

consideredo be high-risk.

3. By derogation from paragraph 2, an Al system referred tarinex llishall not be considered to be higltsk
where it does not pose a significant risk of harm to the health, safety or fundamental rights of natural persons,

including by not materially influencing the outcome of decision making.

The first subparagraph shall apply where any of the following conditions is fulfilled:

(a) the Al system is intended to perform a narrow procedural task;

(b) the Al system is intended to improve the result of a previously completed human activity;

(c) the Al system is intended to detect decisioaking patterns or deviations from prior decisioraking
patterns and is not meant to replace or influence the previously completed human assessment, without proper

human review; or

(d) the Al system is intended to perform a preparatory task to an assessment relevant for the purpose of the use

cases listed in Annex lll.

Notwithstanding the first subparagraph, an Al system referred to in Annex Il shall always be considered to be

high-risk where the Al system performs profiling of natural persons.

4. A provider who considers that an Al system referred to in Annex Il is notribiglshall document its
assessment before that system is placed on the market or put into service. Such provider shall be subject to the
registration obligation set out iArticle49(2). Upon request of national competent authorities, the provider shall

provide the documentation of the assessment.
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than 2 February 2026, provide guidelines specifying the practical implementation of this Article in line with Article

96 together with a comprehesive list of practical examples of use cases of Al systems that aredkgind not

high-risk.

6. The Commission is empowered to adopt delegated acts in accordanceAvtithe 97 in order to amend
paragraph 3, second subparagraph, of this Article by adding new conditions to those laid down therein, or by
modifying them, where there is concrete and reliable evidence of the existence of Al systems that fall under the
scope of AnneXl| but do not pose a significant risk of harm to the health, safety or fundamental rights of natural

persons.

7. The Commission shall adopt delegated acts in accordanceAsdiitie 97 in order to amend paragraph 3,
second subparagraph, of this Article by deleting any of the conditions laid down therein, where there is concrete
and reliable evidence that this is necessary to maintain the level of protection of health, safety and futalamen

rights provided for by this Regulation.

8. Any amendment to the conditions laid down in paragraph 3, second subparagraph, adopted in accordance
with paragraphs 6 and 7 of this Article shall not decrease the overall level of protection of health, safety and
fundamental rights provided for by this Rdation and shall ensure consistency with the delegated acts adopted

pursuant toArticle 1), and take account of market and technological developments.

Relevant Recitalgt6-48 and 53
Relevant Annexeginnex I{Section A)Annex ll|
Relevant LegislatiomN/A

Recitals:

(46) Highrisk Al systems should only be placed on the Union market, pugentiwe or used if they comply with

certain mandatory requirements. Those requirements should ensure thatibigAl systems available in the

Union or whose output is otherwise used in the Union do not pose unacceptable risks to important Union public
interests as recognised and protected by Union law. On the basis of the New Legislative Framework, as clarified

Ay GKS /2YYAaaAizy y20A0S WeKS a. f dzS DdZR)RME gendayruldi KS A Y L.

is that more than one legal act of Union harmonisation legislation, such as Regulations (EU) 202y &dd (

20 0J C 247, 29.6.2022, p. 1.,  https://eur-lex.europa.eu/legal
content/EN/TXT/?uri=CELEX%3A52022XC0629%2804%29

2! Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices,
amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and repealing
Council Directives 90/385/EEC and 93/4ZE@J L 117, 5.5.2017, p. 1). Consolidated version available at:
https://eur-lex.europa.eu/legatontent/EN/TXT/?uri=CELEX%3A02017R@D230320
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(EU) 2017/746%f) of the European Parliament and of the Council or Directive 2006/42/EC of the European
Parliament and of the Councif), may be applicable to one product, since the making available or putting into
service can take place only when the product complies with all applicable Union harmonisation legislation. To
ensure consistency and avoid unnecessary administrative burdeostsy providers of a product that contains

one or more highisk Al systems, to which the requirements of this Regulation and of the Union harmonisation
legislation listed in an annex to this Regulation apply, should have flexibility with regardradiopal decisions

on how to ensure compliance of a product that contains one or more Al systems with all applicable requirements
of the Union harmonisation legislation in an optimal manner. Al systems identified agskigihould be limited

to those thd have a significant harmful impact on the health, safety and fundamental rights of persons in the

Union and such limitation should minimise any potential restriction to international trade.

(47) Al systems could have an adverse impadhe health and safety of persons, in particular when such systems
operate as safety components of products. Consistent with the objectives of Union harmonisation legislation to
facilitate the free movement of products in the internal market and to ensure dhbt safe and otherwise
compliant products find their way into the market, it is important that the safety risks that may be generated by
a product as a whole due to its digital components, includinggtems, are duly prevented and mitigated. For
instance, increasingly autonomous robots, whether in the context of manufacturing or personal assistance and
care should be able to safely operate and performs their functions in complex environments. Simitady
health sector where the stakes for life and health are particularly high, increasingly sophisticated diagnostics

systems and systems supporting human decisions should be reliable and accurate.

(48) The extent of the adverse impact caused by the Al system on the fundamental rights protected by the Charter

is of particular relevance when classifying an Al system as high risk. Those rights include the right to human
dignity, respect for private anthmily life, protection of personal data, freedom of expression and information,

freedom of assembly and of association, the right to-dmerimination, the right to education, consumer
LINEGSOGA2Y T 62N)] SNBAQ N 3K i Agendei dg&alihiktaléciiial prapdrty riglid\the2 y & 6 A
right to an effective remedy and to a fair trial, the right of defence and the presumption of innocence, and the

right to good administration. In addition to those rights, it is important to highliglet fdect that children have

specific rights as enshrined in Article 24 of the Charter and in the United Nations Convention on the Rights of the
Child, further developed in the UNCRC General Comment No 25 as regards the digital environment, both of which
reqi NB O2yaARSNI GA2Yy 2F G(GKS OKAfRNBYyQa @dzf ySNI 6Af AlGASE
their weltbeing. The fundamental right to a high level of environmental protection enshrined in the Charter and
implemented in Union policies @lid also be considered when assessing the severity of the harm that an Al

system can cause, including in relation to the health and safety of persons.

22 Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on in vitro diagnostic
medical devices and repealing Directive 98/79/EC and Commission Decision 2010/227/EU (OJ L 117, 5.5.2017, p.
176). Consolidated version available at: https://eur-lex.europa.eu/legal
content/EN/TXT/?uri=CELEX%3A02017RZD230320

23 Directive 2006/42/EC of the European Parliament and of the Council of 17 May 2006 on machinery, and
amending Directive 95/16/EC (OJ L 157, 9.6.2006, ph2d3}.//eur-lex.europa.eu/eli/dir/2006/42/0j
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(59) It is also important to clarify that there may be specific cases in which Al systems referred tdefirgd

areas specified in this Regulation do not lead to a significant risk of harm to the legal interests protected under
those areas because they dmt materially influence the decisianaking or do not harm those interests
substantially. For the purposes of this Regulation, an Al system that does not materially influence the outcome of
decisionmaking should be understood to be an Al system tioas not have an impact on the substance, and
thereby the outcome, of decisianaking, whether human or automated. An Al system that does not materially
influence the outcome of decisionaking could include situations in which one or more of the follgwin
conditions are fulfilled. The first such condition should be that the Al system is intended to perform a narrow
procedural task, such as an Al system that transforms unstructured data into structured data, an Al system that
classifies incoming documeritdo categories or an Al system that is used to detect duplicates among a large
number of applications. Those tasks are of such narrow and limited nature that they pose only limited risks which
are not increased through the use of an Al system in a cotitakis listed as a highisk use in an annex to this
Regulation. The second condition shouldhzg the task performed by the Al system is intended to improve the
result of a previously completed human activity that may be relevant for the purpodes loigtirisk uses listed

in an annex to this Regulation. Considering those characteristics, the Al system provides only an additional layer
to a human activity with consequently lowered risk. That condition would, for example, apply to Al systems that
are intended to improve the language used in previously drafted documents, for example in relation to
professional tone, academic style of language or by aligning text to a certain brand messaging. The third condition
should be that the Al system is intendeddetect decisioimaking patterns or deviations from prior decision
making patterns. The risk would be lowered because the use of the Al system follows a previously completed
human assessment which it is not meant to replace or influence, without proparhteview. Such Al systems
include for instance those that, given a certain grading pattern of a teacher, can be used to check ex post whether
the teacher may have deviated from the grading pattern so as to flag potential inconsistencies or anomalies. The
fourth condition should be that the Al system is intended to perform a task that is only preparatory to an
assessment relevant for the purposes of the Al systems listed in an annex to this Regulation, thus making the
possible impact of the output of thgstem very low in terms of representing a risk for the assessment to follow.
That condition covers, inter alia, smart solutions for file handling, which include various functions from indexing,
searching, text and speech processing or linking data to at&ter sources, or Al systems used for translation of
initial documents. In any case, Al systems used infBghusecases listed in an annex to this Regulation should

be considered to pose significant risks of harm to the health, safety or fundamehtalifithe Al system implies
profiling within the meaning of Article 4, point (4)Régulation (EU) 2016/674% Article 3, point (4) dDirective

(EU) 2016/68mr Article 3, point (5) oRegulation (EU) 2018/17250 ensure traceability and transparency, a
provider who considers that an Al system is not frigk on the basis of the conditions referred to above should
draw up documentation of the assessment before that system is placed on the market or putriite aad

should provide that documentation to national competent authorities upon request. Such a provider should be
obliged to register the Al system in the EU database established under this Regulation. With a view to providing
further guidance for th@ractical implementation of the conditions under which the Al systems listed in an annex

to this Regulation are, on an exceptional basis,-higi-risk, the Commission should, after consulting the Board,
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provide guidelines specifying that practical implementation, completed by a comprehensive list of practical

examples of use cases of Al systems that are-tiégrand use cases that are not.

Article 7
Amendments to Annex Il

1. The Commission is empowered to adopt delegated acts in accordancAntiitte 97 to amendAnnex lllby

adding or modifying useases of highiisk Al systems where both of the following conditions are fulfilled:
(a) the Al systems are intended to be used in any of the areas listathiex I

(b) the Al systems pose a risk of harm to health and safety, or an adverse impact on fundamental rights, and that
risk is equivalent tpor greater thanthe risk of harm oadverse impact posed by the higisk Al systems already

referred to inAnnex Il

2. When assessintpe condition under paragraph 1 point (b), the Commission shall take into account the

following criteria:
(a) the intended purpose of the Al system;
(b) the extent to which an Al system has been used or is likely to be used;

(c) the nature and amount of the data processed and usedhgyAl system, in particular whether special

categories of personal data are processed;

(d) the extent to which the Al system acts autonomously and the possibility for a human to override a decision

or recommendations that may lead to potential harm;

(e) the extent to which the use of an Al system has already caused harm to health and safety, has had an adverse
impact on fundamental rights or has given rise to significant concerns in relation to the likelihood of such harm
or adverse impact, as demonstedl, for example by reports or documented allegations submitted to national

competent authorities or by other reports, as appropriate

(f) the potential extent of such harm or such adverse impact, in particular in terms of its intensity and its ability

to affect a plurality of persons or to disproportionately affect a particular group of persons;

(9) the extent to which persons who are potentially harmed or suffer an adverse impact are dependent on the
outcome produced with an Al system, in particular because for practical or legal reasons it is not reasonably

possible to optout from that outcome;

(h) the extent to which there is an imbalance of power the persons who are potentially harmed or suffer an
adverse impact are in a vulnerable positiomefation to the deployer of an Al system, in particular due to status,

authority, knowledge, economic or social circumstances, or age;

(i) the extent to which the outcome produced involving an Al system is easily corrigible or reversible, taking into
account the technical solutions available to correct or revérsehereby outcomes having and adverse impact

on health, safetyor fundamental rights, shall not be considererbe easily corrigible or reversible
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(j) the magnitude and likelihood of benefit of the deployment of the Al system for individuals, groups, or society

at large, including possible improvements in product safety;
(k) the extent to which existing Unidaw provides for:

(i) effective measures of redress in relation to the risks posed by an Al system, with the exclusion of claims for

damages;
(ii) effective measures to prevent or substantially minimise those risks.

3. The Commission is empowered to adopt delegated acts in accordancé\siitle 97 to amend the list in

Annex llby removing highrisk Al systems where both of the following conditions are fulfilled:

(a) the highrisk Al systensoncerned no longer pose any significant risks to fundamental rights, health or safety,

taking into account the criteria listed in paragraph 2;

(b) the deletion does not decrease the overall level of protection of health, safety and fundamental rights under

Union law.
Relevant Recitalgil8 and 49
Relevant Annexeginnex Il
Relevant LegislatiomN/A
Recitals:

(49) As regardsigh-risk Al systems that are safety components of products or systems, or which are themselves
products or systems falling within the scope of Regulation (EC) No 300/2008 of the European Parliament and of
the CouncilZ4), Regulation (EU) No 167/2013 of the European Parliament and of the CaghdiRégulation

(EU) No 168/2013 of the European Parliament and of the Co@egijl Directive 2014/90/EU of the European

24 Regulation (EC) No 300/2008 of the European Parliament and of the Council of 11 March 2008 on common
rules in the field of civil aviation security and repealing Regulation (EC) No 2320/2002 (OJ L 97, 9.4.2008, p. 72).
Consolidated version available bttps://eur-lex.europa.eu/legatontent/EN/TXT/?uri=CELEX%3A02008R0300
20100201

25Regulation (EU) No 167/2013 of the European Parliament and of the Council of 5 February 2013 on the approval
and market surveillance of agricultural and forestry vehicles (OJ L 60, 2.3.2013, p. 1). Consolidated version
available athttps://eur-lex.europa.eu/legatontent/EN/TXT/?uri=CELEX%3A02013RQ@D3P0418

26Regulation (EU) No 168/2013 of the European Parliament and of the Council of 15 January 2013 on the approval
and market surveillance of twar three-wheel vehicles and quadricycles (OJ L 60, 2.3.2013, p. 52). Consolidated
version available atttps://eur-lex.europa.eu/legatontent/EN/TXT/?uri=CELEX%3A02013RQ02®1114
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Parliament and of the Counci¥), Directive (EU) 2016/797 of the European Parliament and of the C@&)¢il (
Regulation (EU) 2018/858 of the European Parliament and of the C&8)clRégulation (EU) 2018/1139 of the
European Parliament and of the Coungf)( and Regulation (EU) 2019/2144 of the European Parliament and of
the Council31), it is appropriate to amend those acts to ensure that the Commission takes into account, on the
basis of the technical and regulatory specificities of each sector, and without interfering with existing governance,
conformity assessment and enforcement ainanisms and authorities established therein, the mandatory
requirements for highiisk Al systems laid down in this Regulation when adopting any relevant delegated or

implementing acts on the basis of those acts

SECTIORI

Requirements fohigh-risk Alsystems

Article 8
Compliance with the requirements
1. Highrisk Al systems shall comply with the requirements laid down in this Setiking intoaccount their

intended purpose as well as the generally acknowledged state adiuthen Al and Atelated technologies. The

2" Directive 2014/90/EU of the European Parliament and of the Council of 23 July 2014 on marine equipment and
repealing Council Directive 96/98/EC (OJ L 257, 28.8.2014, p. 146). Consolidated version availzdsle/atir -
lex.europa.eu/legatontent/EN/TXT/?2uri=CELEX%3A02014LMA10811

28 Directive (EU) 2016/797 of the European Parliament and of the Council of 11 May 2016 on the interoperability
of the rail system within the European Union (OJ L 138, 26.5.2016, p. 44). Consolidated version available at:
https://eur-lex.europa.eu/legatontent/EN/TXT/?uri=CELEX%3A02016L2020D0528

29 Regulation (EU) 2018/858 of the European Parliament and of the Council of 30 May 2018 on the approval and
market surveillance of motor vehicles and their trailers, and of systems, components and separate technical units
intended for such vehicles, amendirRegulations (EC) No 715/2007 and (EC) No 595/2009 and repealing
Directive 2007/46/EC (OJ L 151, 14.6.2018, p. 1). Consolidated version availablgtpati/eur-
lex.europa.eu/legatontent/EN/TXT/?uri=CELEX%3A02018R2BZ210528

30 Regulation (EU) 2018/1139 of the European Parliament and of the Council of 4 July 2018 on common rules in
the field of civil aviation and establishing a European Union Aviation Safety Agency, and amending Regulations
(EC) No 2111/2005, (EC) No 1008/20@RJ) No 996/2010, (EU) No 376/2014 and Directives 2014/30/EU and
2014/53/EU of the European Parliament and of the Council, and repealing Regulations (EC) No 552/2004 and
(EC) No 216/2008 of the European Parliament and of the Council and Council RegaBGdMNo 3922/91 (OJ L

212, 22.8.2018, p. 1). Consolidated version available &ittps://eur-lex.europa.eu/legal
content/EN/TXT/?uri=CELEX%3A02018R-P0290725

3! Regulation (EU) 2019/2144 of the European Parliament and of the Council of 27 November 2019-on type
approval requirements for motor vehicles and their trailers, and systems, components and separate technical
units intended for such vehicles, as regardsitigeneral safety and the protection of vehicle occupants and
vulnerable road users, amending Regulation (EU) 2018/858 of the European Parliament and of the Council and
repealing Regulations (EC) No 78/2009, (EC) No 79/2009 and (EC) No 661/2009 afgbarERarliament and

of the Council and Commission Regulations (EC) No 631/2009, (EU) No 406/2010, (EU) No 672/2010, (EU) No
1003/2010, (EU) No 1005/2010, (EU) No 1008/2010, (EU) No 1009/2010, (EU) No 19/2011, (EU) No 109/2011,
(EU) No 458/2011, (EU) No/8812, (EU) No 130/2012, (EU) No 347/2012, (EU) No 351/2012, (EU) No 1230/2012
and (EU) 2015/166 (OJ L 325, 16.12.2019, p. 1). Consolidated version availabiéipat/eur-
lex.europa.eu/legatontent/EN/TXT/?uri=CELEX%3A02019R202410707
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risk management system referreditoArticle9 shall be taken into account when ensuring compliance with those

requirements.

2.Where a product contains an Al system, to which the requirements of this Regulation as well as requirements
of the Union harmonisation legislation listed in Section Alofiex | apply, providers shall be responsible for
ensuring that their product is fully compliant with all applicable requirements under applicable Union
harmonisation legislation. In ensuring the compliance of frigk Al systems referred to in paragraph 1 witle t
requirements set out in this Section, and in order to ensure consistency, avoid duplication and minimise
additional burdens, providers shall have a choice of integrating, as appropriate, the necessary testing and
reporting processes, information and dguoentation they provide with regard to their product into
documentation and procedures that already exist and are required under the Union harmonisation legislation

listed in Section A ofnnexl.

Relevant Recitalgt6, 64
Relevant Annexeginnex|
Relevant LegislatiomN/A

Recitals:

(64) To mitigate the risks from higtisk Al systems placed on the market or put into service and to ensure a high
level of trustworthiness, certain mandatory requirements should apply tersglAl systems, taking into account

the intended purpose and the miext of use of the Al system and according to themskagement system to

be established by the provider. The measures adopted by the providers to comply with the mandatory
requirements of this Regulation should take into account the generallyoat&dged state of the art on Al, be
proportionate and effective to meet the objectives of this Regulation. Based on the New Legislative Framework,
Fda Of FNAFASR AYy [/ 2YYA&daArAz2y y20A0S We¢KS a. f dzS rdzA RS ¢
rule is that more than one legal act of Union harmonisation legislation may be applicable to one product, since
the making available or putting into service can take place only when the product complies with all applicable
Union harmonisation legislatn. The hazards of Al systems covered by the requirements of this Regulation
concern different aspects than the existing Union harmonisation legislation and therefore the requirements of
this Regulation would complement the existing body of the Union haisation legislation. For example,
machinery or medical devices products incorporating an Al system might present risks not addressed by the
essential health and safety requirements set out in the relevant Union harmonised legislation, as that sectoral
law does not deal with risks specific to Al systems. This calls for a simultaneous and complementary application
of the various legislative acts. To ensure consistency and to avoid an unnecessary administrative burden and
unnecessary costs, providers of a quot that contains one or more higisk Al system, to which the
requirements of this Regulation and of the Union harmonisation legislation based on the New Legislative

Framework and listed in an annex to this Regulation apply, should have flexibilityegétd to operational
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decisions on how to ensure compliance of a product that contains one or more Al systems with all the applicable
requirements of that Union harmonised legislation in an optimal manner. That flexibility could mean, for example
a decision by the provider totegrate a part of the necessary testing and reporting processes, information and
documentation required under this Regulation into already existing documentation and procedures required
under existing Union harmonisation legislation based on the NewlatgisFramework and listed in an annex

to this Regulation. This should not, in any way, undermine the obligation of the provider to comply with all the

applicable requirements.

Article 9
Risk management system
1. Arisk management system shall be established, implemented, documented and maintained in relation to high

risk Al systems.

2. The risk management system shall lbederstood as a continuous iterative process planned and run
throughout the entire lifecycle of a higlisk Al system, requiring regular systematic review and updating. It shall

comprise the following steps:

(a) identification and analysis of the known and the reasonably foreseeable risks that théskigth system can
pose to the health, safety or fundamental rights when the hiigh Al system is used in accordance with its

intended purpose;

(b)the estimation and evaluation of the risks that may emerge when the-higjbAl system is used in accordance

with its intended purposgand under conditions of reasonably foreseeable misuse;

(c) evaluation of otherrisks possibly arisingbased on the analysis of data gathered from the postrket

monitoring system referred to iArticle 72,

(d)the adoption of appropriate and targeted risk management measures designed to address the risks identified

pursuant to point(a).

3. The risks referred to in thisrticle shall concern only those which may be reasonably mitigated or eliminated

through the development or design of the higisk Al systengr the provision of adequate technical information.

4. The risk management measures referred to in paragraph 2, poirsh@l) give due consideration to the effects
and possible interaction resulting from the combined application of the requirements set out in this Section, with
a view to minimising risks more effectively while achieving an appropriate balance in implegérgimeasures

to fulfil those requirements.

5. The risk management measures referred to in paragraph 2, poirgi{d) be such that relevant residual risk
associated with each hazards well as the overall residual risk of the higgk Al systems is judged to be

acceptable.

In identifying the most appropriate risk management measures, the following shall be ensured:
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(a) elimination or reduction of riskislentified and evaluated pursuant to paragraphirRasfar as technically

feasible through adequate design and development of the tigk Al system

(b) where appropriate, implementation of adequate mitigation and control measures addressing risks that

cannot be eliminated,;
(c) provision of informatiomequired pursuant toArticle 13and, where appropriate, training to deployers.

With a view to eliminating or reducing risks related to the use of the-higlhAl system, due consideration shall
be given to the technical knowledge, experience, educatioatraining to be expected by the deployend the

presumable context in which the system is intended to be used.

6. Highrisk Al systems shall be tested for the purpose of identifying the most appropriate and targeted risk
management measures. Testing shall ensure that-higlh Al systems perform consistently for their intended

purpose and that they are in compliancéthvthe requirements set out in this Section.
7. Testing procedures may include testing in +&afld conditions in accordance withrticle 60.

8. The testing of the highisk Al systems shall be performed, as appropriate, at any point in time throughout the
development process, and, in any event, ptieeir being placed on the market or put into service. Testing shall
be carried out against prior defined metrics and probabilistic thresholds that are appropriate to the intended

purpose of the highrisk Al system.

9. When implementing the risk management systamprovided fotin paragraphs 1 t@, providers shall give
consideration to whether in view of its intended purpose the higk Al system is likely toavean adverse

impacton persons under the age of 18 and, as appropriate, other vulnerable groups of people.

10. For providers of highisk Al systems that are subject to requirements regarding internal risk management
processes undenther relevantprovisions ofUnion law, the aspectgrovidedin paragraphs 1 t® may be part

of, or combined with the risk management procedures established pursuant to that law.

Relevant Recital€5 and66
Relevant Annexeginnex It Section A
Relevant LegislatiomN/A

Recitals:

(65) The riskmanagement system should consist of a continuous, iterative process that is planned and run
throughout the entire lifecycle of a higisk Al system. That process should be aimed at identifying and mitigating
the relevant risks of Al systems oralib, safety and fundamental rights. The rislanagement system should be
regularly reviewed and updated to ensure its continuing effectiveness, as well as justification and documentation
of any significant decisions and actions taken subject to this Rigul This process should ensure that the
provider identifies risks or adverse impacts and implements mitigation measures for the known and reasonably
foreseeable risks of Al systems to the health, safety and fundamental rights in light of their inpemplese and

reasonably foreseeable misuse, including the possible risks arising from the interaction between the Al system
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and the environment within which it operates. Thefisknagement system should adopt the most appropriate
riskmanagement measures in light of the state of the art in Al. When identifying the most appropriate risk
management measures, the provider shodddtument and explain the choices made and, when relevant, involve
experts and external stakeholders. In identifying the reasonably foreseeable misuse-iékhighsystems, the
provider should cover uses of Al systems which, while not directly covetezlibtended purpose and provided

for in the instruction for use may nevertheless be reasonably expected to result from readily predictable human
behaviour in the context of the specific characteristics and use of a particular Al system. Any knovaeealibee
circumstances related to the use of the higgk Al system in accordance with its intended purpose or under
conditions of reasonably foreseeable misuse, which may lead to risks to the health and safety or fundamental
rights should be included ihé instructions for use that are provided by the provider. This is to ensure that the
deployer is aware and takes them into account when using theriggtAl system. Identifying and implementing

risk mitigation measures for foreseeable misuse under R@gulation should not require specific additional
training for the highrisk Al system by the provider to address foreseeable misuse. The providers however are
encouraged to consider such additional training measures to mitigate reasonable foreseeabtesmasu
necessary and appropriate.

(66) Requiremets should apply to highisk Al systems as regards risk managemtrd quality and relevance of

data sets usedtechnical documentation and recekeeping,transparency and the provision of information to
deployers, human oversight, amdbustness, accuracy and cybersecurity. Those requirements are necessary to
effectively mitigate the risk for health, safety and fundamental rights. As no other lesséstdetive measures

are reasonably available those requiremeats not unjustified restrictions to trade.

Article 10

Data and data governance

1. Highrisk Al systems which makese of techniques involving the training of Al models with data shall be
developed on the basis of training, validation and testing data sets that meet the quality criteria referred to in

paragraphs 2 to 5 whenever such data sets are used.

2. Training, validation and testing data sets shall be subject to data governance and management practices

appropriate for the intended purpose of the higisk Al system. Those practices shall concern in particular:
(a) the relevant design choices;

(b) data collection processes and the origin of data, and in the case of personal data, the original purpose of the

data collection;

(c) relevant datepreparation processing operations, such as annotation, labelling, cleaning, updating,

enrichment and aggregation;

(d) the formulation of assumptions, in particular with respect to the information that the data are supposed to

measure and represent;
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(e) an assessment of the availability, quantity and suitability of the data sets that are needed,;

(f) examination in view gfossible biases that are likely to affect the health and safety of persons, have a negative
impact on fundamental rights or lead to discrimination prohibited under Union law, especially where data

outputs influence inputs for future operations;
(9) appropriate measures to detect, prevent and mitigate possible biases identified according to point (f);

(h) the identification of relevant data gaps or shortcomings that prevent compliance with this Regulation, and

how those gaps and shortcomings can be addressed.

3. Training, validation and testing data sets shall be relevant, sufficiently representative, and to the best extent
possible, free of errors and complete in view of the intended purpose. They shall have the appropriate statistical
properties, including, wher applicable, as regards the persons or groups of persons in relation to whom the

highrisk Al system is intended to be used. Those characteristics of the data sets may be met at the level of

individual data sets or at the level of a combination thereof

4. Data sets shall take into account, to the extent required by the intended purpose, the characteristics or
elements that are particular to the specific geographical, contextual, behavioural or functional setting within

which the highrisk Al system is intefed to be used.

5. To the extent that it is strictly necessary for the purposes of ensuring bias detection and correction in relation
to the highrisk Al systems in accordance with the second parag(@ptpoints (f) and (g) of this Article the
providers of such systems may exceptionally process special categories of personalidpget to appropriate
safeguards for the fundamental rights and freedoms of natural persons. In addition to the provisions set out in
Regulations (EU) 2016/679 and (EU) 2018/1725 and Diee(M) 2016/680, all the following conditions must

be met in order for such processing to occur:

(a) the bias detection and correction cannot be effectively fulfilled by processing other data, including synthetic

or anonymised data;

(b) the special categories of personal data are subject to technical limitations on-thse ref the personal data

and stateof-the-art security and privacpreserving measures, including pseudonymisation;

(c) the special categories of personal data subject to measures to ensure that the personal data processed
are secured, protected, subject to suitable safeguards, including strict controls and documentation of the access,
to avoid misuse and ensutbat only authorised persons have access to those personal data with appropriate

confidentiality obligations;

(d) the special categories of personal data not to be transmitted, transferred or otherwise accessed by other

parties;

(e) the special categories of personal data are deleted once the bias has been corrected or the personal data has

reached the end of its retention period, Wdinevercomes first;
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(f) the records of processing activities pursuant to Regulation (EU) 201&f6¥9EU) 2018/1728nd Directive
(EU) 2016/680 includ¢he reasms why the processing of special categories of personal data was strictly

necessary to detect and correct biasaad that objective could not be achieved by processing other data.

6. For the development of highisk Al systems not using techniques involving the training of Al models,

paragraphs 2 to 5 apply only to the testing data sets.

Relevant Recital§6 - 70
Relevant AnnexedN/A

Relevant Legislatioegulations (EU) 2016/6/Requlation (EU) 2018/17&mdDirective (EU) 2016/680

Recitals:

(66) Requirements should apply to highk Al systems as regards risk management, the quality and relevance of
data sets used, technical documentation and redadping, transparency and the provision of information to
deployershuman oversight, and robustness, accuracy and cybersecurity. Those requirements are necessary to
effectively mitigate the risks for health, safety and fundamental righsso other less trade restrictive measures

are reasonably available tise requirementsre notunjustified restrictions to trade.

(67) Highquality data and access to higiuality data plays a vital role in providing structure and in ensuring the
performance of many Al systems, especially when techniques involving the training of models are used, with a
view to ensure that the highisk Al system performs as intended andeatind it does not become a source of
discrimination prohibited by Union law. Higlality datasets for training, validation and testing require the
implementation of appropriate data governance and managementiicas. Datasets for training, validation

and testing, including the labels, should be relevant, sufficiently representative, and to the best extent possible
free of errors and complete in view of the intended purpose of the system. In order to facilitate compitance w
Union data protection law, such as Regulation (EU) 2016/679, data governance and management practices
should include, in the case of personal data, transparency about the original purpose of the data collbetion

data sets should alsodve the appropriate statistical properties, including as regards the persons or groups of
persons in relation to whom the higlsk Al system is intended to be used, with specific attention to the mitigation

of possible biases the datasets, that are likely to affect the health and safety of perduangenegative impact

on fundamental rights or lead to discrimination prohibited under Union law, especially where data outputs
influence inputs for future operations (feedback loops) . Biases can for exaenjpieerent in underlying data

sets, especially when historical data is being used, or generated when the systems are implemented in real world
settings. Results provided by Al systems could be influenced by such inherent biases that are inclined to gradually
increase and thereby perpeite and amplify existing discrimination, in particular for persons belonging to certain
vulnerable groups including racial or ethnic groups. The requirement for thesdtstdo be to the best extent
possible complete anddfe of errors should not affect the use of privacgserving techniques in the context of

the development and testing of Al systems. In particular, data should take into account, to the extent required
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by their intended purpose, the features, characteristics or elements that are particular to the specific
geographical, contextual, behavioural or functional setting which the Al system is intended to be used. The
requirements related to data governance caa complied with by having recourse ttird partiesthat offer
certified compliance services including verification of data governance, data set integrity, and data training,

validation and testing practices, as far as compliance with the data requirements of this Regulation are ensured.

(68) For the development and assessment of frigki Al systems, certain actors, such as providers, notified bodies
and other relevant entities, such &uropean @ital Innovation Hubs, testing experimentation facilities and
researchers, should be able to access and use high qualitge@tavithin the fields of activitiesf those actors

which are related to this Regulation. European common data spaces established by the Commission and the
facilitation of data sharing between businesses and with govenirimethe public interest will be instrumental

to provide trustful, accountable and natiscriminatory access to high quality data for the training, validation

and testing of Al systems. For example, in health, the European health data space will ganiitat
discriminatory access to health data and the trainind\bdigorithms on those dataets, in a privacpreserving,

secure, timely, transparent and trustworthy manner, and with an appropriate institutional governance. Relevant
competent authoritiesincluding sectoral ones, providing or supporting the access to data may also support the

provision of higkguality data for the training, validation and testing of Al systems.

(69) The right to privacy and to protection of personal data must be guaranteed throughout the entire lifecycle
of the Al system. In this regard, the principles of data minimisatiordatedprotection by design and by default,

as set out in Union data protection law, are applicable when personal data are processed. Measures taken by
providers to ensure compliance with those principles may include not only anonymisation and encryption, bu
also the use of technology that permits algorithms to be broughhéodata and allows training of Al systems
without the transmission between parties or copying of the raw or structured data themselves, without prejudice

to the requirements on data governance provided for in this Regulation.

(70)In order to protect the right of others from the discrimination that might result from the bias in Al systems,
the providers should, exceptionally, to the extent that it is strictly necessary for the purposes of ensuring bias
detection and correction inefation to the highrisk Al systems, subject to appropriate safeguards for the
fundamental rights and freedoms of natural persons and following the application of all applicable conditions
laid down under this Regulation in addition to the conditions deidn in Regulatios(EU) 2016/67%nd (EU)
2018/1725 andDirective (EU) 2016/68be able to process also special categories of personal data, as a matter
of substantial public interest within the meaning of Article 9f@jint(g) of Regulation (E016/679 and Article

10(2) point @) of Regulation (EU) 2018/1725.

Article 11

Technical documentation

1. The technical documentation of a higbk Al system shall be drawn up before that system is placed on the

market or put into service and shall be kept-tgpdate.
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The technical documentation shall be drawn up in such a way to demonstrate that theigkgAl system
complies with the requirements set out in this Chapter and provide national competent authorities and notified
bodies with the necessary information &nclear and comprehensive form to assess the compliance of the Al
system with those requirements. It shall contain, at a minimum, the elements set dahiexIV. SMEs, including
start-ups, may provide the elements of the technical documentation specifiddmexIVin a simplified manner.

For this purpose, the Commission shall establish a simplified technical documentation form targeted at the needs
of small and micro enterprises. Where an SME, including-atzst opts to provide the information required in
Annex IMn a simplified manner, it shall use the form referred to in this paragraph. Notified bodies shall accept

the form for the purpose of conformity assessment.

2. Where a highrisk Al system related to a product covered by the Union harmonisation legislation listed in
Section A ofnnexl is placed on the market or put into service, a single set of technical documentation shall be
drawn up containing all the information set out in paragraph 1, as well as the information required under those

legal acts.

3. The Commission is empowered to adopt delegated acts in accordancantidfle 97 in orderto amendAnnex
IV, where necessaryto ensure that, in the light of technical progress, tieehnical documentation provides all

the information necessaryo assess the compliance of the system with the requirements set out irsddson

Relevant Recital§6and71
Relevant Annexeginnex| ¢ Section AAnnexIV
Relevant LegislatiomN/A

Recitals:

(71) Having comprehensible information on how higgk Al systems have been developed and how they perform
throughout their lifetime is essential to enable traceability of those systems, verify compliance with the
requirements under this Regulation, as vedlmonitoring of their operations and post market monitoring. This
requires keeping records and the availability of technical documentation, containing information which is
necessary to assess the compliance of the Al system with the relevant requgemdrfacilitate post market
monitoring. Such information should include the general characteristics, capabilities and limitations of the
system, algorithms, data, training, testing and validation processes used as well as documentation on the relevant
riskmanagement system and drawn in a clear and comprehensive form. The technical documentation should be

kept up to date, appropriately throughout the lifetime of the Al system. Furthermorerisighl systems should
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technically allow fothe automatic recording of eventby means ologs over the duration of the lifetime of the

system.

Article 12
Recordkeeping

1. Highrisk Al systems shal SOKYy A Ol ft & | fft2¢ F2NJ GKS | dzi2YFGiAO NBO2N

the system.

2. In order to ensure a level of traceability of the functioning of a gk Al system that is appropriate to the

intended purpose of the system, logging capabilities shall enablestterding of events relevant for:

(a) identifying situations that may result in the higisk Al system presenting a risk within the meaninguicle

79(1) or in a substantial modification;
(b) facilitating the postmarket monitoring referred to irticle 72; and
(c) monitoring the operation of highisk Al systems referred to #rticle 265).

3. For highrisk Al systems referred to ipoint 1 (a), of Annex ll] the logging capabilities shall provide, at a

minimum:

(a) recording of the period of each use of the system (start date and time and end date and time of each use);
(b) thereference database against which input data has been checked by the system;

(c) the input data for which the search has led to a match;

(d) the identification of the natural persons involved in the verification of the results, as referredAdiahe

14(5).

Relevant Recital$i6 and 71
Relevant Annexeginnex Il

Relevant LegislatiomN/A

Avrticle 13

Transparency and provision of information tdeployers

1. Highrisk Al systems shall be designed and developed in such aaswayensure that their operation is
adzZFFAOASYyGf e GNryalLlk NByid G2 Syl ofS uBSilap@opratlia Ani 2 Ay G ¢
appropriate type and degree of transparency shall be ensured with a view to achieving compliance with the

relevant obligations of the provider and deployer set ouSEECTIOBL
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2. Highrisk Al systems shall be accompanied by instructions for use in an appropriate digital format or otherwise
that include concise, complete, correct and clear information that is relevant, accessible and comprehensible to

deployers.

3. The instructions for use shall contain at least the following information:

(a) the identity and the contaatetails of the provider and, where applicable, of its authorised representative;
(b) the characteristics, capabilities and limitations of performance of the-tighAl system, including:

(i) its intended purpose;

(ii) the level of accuracy, including its metrics, robustness and cybersecurity referrefirticia 15against which
the highrisk Al system has been tested and validated and which carfexted, and any known and foreseeable

circumstances that may have an impact on that expected level of accuracy, robustness and cybersecurity;

(iii) any known or foreseeable circumstance, related to the use of thetigghbAl system in accordance with its
intended purpose or under conditions of reasonably foreseeable misuse, which may lead to risks to the health

and safety or fundamental righteferred to inArticle 92);

(iv) where applicable, the technical capabilities and characteristics ofhigkrisk Al system to provide

information that is relevant to explain its output

(v) when appropriate, its performance regarding specific persons or groups of persons on which the system is

intended to be used;

(vi) when appropriate, specifications for the input data, or any other relevant information in terms of the training,

validation and testing data sets used, taking into account the intended purpose bfgheisk Al system.

(vil) where applicable, information to enable deployers to interpret the outpiuthe highrisk Al systenand use

it appropriately.

(c) the changes to the higtisk Al system and its performance which have beendatermined by the provider

at the moment of the initial conformity assessment, if any;

(d) the human oversight measures referred toArticle 14 including the technical measures put in place to

facilitate the interpretation of the outputs ahe highrisk Al systems by the deployers;

(e) the computational and hardware resources needed, the expected lifetime of theiklghAl system and any
necessary maintenance and care measures, including their frequency, to ensure the proper functioning of that

Al system, including as regards saite updates;

(f) where relevant, a description of the mechanisms included withirhigk-risk Al system that allowdeployers

to properly collect, store and interpret the logs in accordance Witticle 12

Relevant Recital$6 and 72

Relevant Annexed/A
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Relevant LegislatiomN/A

Recitals:

(72) To address concerns related to opacity and complexity of certain Al systems and help deployers to fulfil their
obligations under this Regulation, transparency should be required forrisigil systems before they are placed

on the market or put it int@ervice. Highiisk Al systems should be designed in a manner to enable deployers to
understand how the Al system works, evaluate its functionality, and comprehend its strengths and limitations.
Highrisk Al systems, should be accompanied by appropriédeniation in the form of instructions of use. Such
information should include the characteristics, capabilities and limitations of performance of the Al systsen. Th
would cover information on possible known and foreseeable circumstances related to the use of-tiek dh
system, including deployer action that may influence system behaviour and performance, under which the Al
system can lead to risks to healffafety, and fundamental rights, on the changes that have beewngtermined

and assessed foconformity by the provider and on the relevant human oversight measures, including the
measures to facilitate the interpretation of the outputs of the Al system by the deployers. Transparency, including
the accompanying instructions for use, should assployers in the use of the system and support informed
decision making by theneployers shouldinter alia,be in a better position to make the correct choice of the
systemthat they intend to use in the light of the obligations applicable to thenedeated about the intended

and precluded uses, and use the Al system correctly and as appropriate. In order to enhance legibility and
accessibility of the information included in the instructions of use, where appropriate, illustrative examples, for
instance on the limitations and on the intended and precluded uses of the Al system, should be included. Providers
should ensure that all documentation, including the instructions for use, contains meaningful, comprehensive,
accessible and understandable infation, taking into account the needs and foreseeable knowledge of the
target deployers. Instructions for use should be made available in a language which can be easily understood by

target deployers, as determined by the Member State concerned.
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Article 14

Human oversight

1. Highrisk Al systems shall be designed and developed in such a way, including with appropriate human
machine interface tools, that they can be effectively overseen by natural persons during the period in wiich the

arein use.

2. Human oversight shall aita preventor minimisethe risks to health, safety or fundamental rights that may
emerge when a highisk Al system is used in accordance with its intended purpose or under conditions of
reasonably foreseeable misuse, in particular wheuch risks persistlespite the application of other

requirements set out in thiSection

3. The oversight measures shall be commensurate to the risks, level of autonomy and context of useghf the

risk Al systemand shall be ensured through either one or all of the following types of measures:

(a) measures identified and built, when technically feasible, into the-hihAl system by the provider before it

is placed on the market or put into service;

(b) measures identified by the provider before placing the wigh Al system on the market or putting it into

service and that are appropriate to be implemented by tieployer.

4. For the purpose of implementing paragraph®land3, the highrisk Al system shall be provided to the user
in such a way that natural persons to whom human oversight is assigned are enabled, as appropriate and

proportionate:

(a) to properly understand the relevant capacities and limitations of the-hgihAl system and be able to duly
monitor its operation,includingin view of detecting and addressing anomalies, dysfunctions and unexpected

performance;

(b) to remain aware of the possible tendency of automatically relying or-ahging on the output produced by
a highrisk Al system (automation bias), in particular for higk Al systems used torovide information or

recommendations for decisions to be taken by natural persons;

(c) to correctly interpret the highlh a1 ! L aeéadSyQa 2 doi&dampls thelintetpietdtdn Ay G2 |

tools and methods available;

(d) to decide, in any particular situation, not to use the higk Al system aio otherwise disregard, override or

reverse the output of the highisk Al system;

(e) to intervene on the operation of the higisk Al system or interrughe system through a "stop" button or a

similar procedure that allows the system to come to a halt in a safe state.

5. For higkrisk Al systems referred to in point 1(a) of Annex lll, the measures referred to in paragofpiis3
Article shall be such as to ensure that, in addition, no action or decision is taken by the deployer on the basis of
the identification resulting from the system unlebst identification has been separately verified and confirmed

by at least two natural persons with the necessary competence, training and authority.
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The requirement for a separate verification by at least two natural persons shalppt to highrisk Al systems
used for the purposes of law enforcement, migratitmorder control or asylum, where Union or national law

considers the application of thigsquirement to be disproportionate.

Relevant Recital§6 and 73
Relevant AnnexedN/A
Relevant LegislatiomN/A

Recitals:

(73) Highrisk Al systems should be designed and developed in such a way that natural persons can oversee their
Fdzy OliA2yAy3a:r SyadaNB GKIFIG GKS&@ FTNB dzaSR la AyiSyRSR
lifecycle.To that end appropriate human oversight measures should be identified by the provider of the system
before its placing on the market or putting into service. In particular, where appropriate, such measures should
guarantee that the system is subject tehinilt opertional constraintghat cannot be overridden by the system

itself and is responsive to the human operator, and that the natural persons to whom human oversight has been
assigned have the necessary competence, training and authority to carry out that role. It is alsakessenti
appropriate, to ensure that highisk Al systems include mechanisms to guide and inform a natural person to
whom human oversight has been assigned to make informed decisions if, when and how to intervene in order to
avoid negative consequences ks, or stop the system if it does not perform as intended. Considering the
significant consequences for personthimcase ofanincorrectmatchby certain biometric identification systems,

it is appropriate to provide for an enhanced human oversight requirement for those systems so that no action or
decision may be taken by the deployer on the basis of the identification resulting from the spstemthis has

been separately verified and confirmed by at least two natural persons. Those personsdoutd dbne or more

entities and include the person operating or using the system. This requirement should not pose unnecessary
burden or delays and it could be sufficient that the separate verifications by the different persons are
automatically recordedni the logs generated by the system. Given the specificities of the areas of law
enforcement, migration, border control and asylum, this requirement should not apply where Union or national

law considers the application of this requirement to be dispropoétie.

Article 15

Accuracy, robustness and cybersecurity

1. Highrisk Al systems shall be designed and developed in such a way that they achieve an appropriate level of
accuracy, robustness, and cybersecurity, #mat they perform consistently in those respects throughout their

lifecycle.

2. To address the technical aspects of how to measure the appropriate levels of accuracy and robustness set out

in paragraph 1 and any other relevant performance metrics, the Commission shall, in cooperation with relevant
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stakeholdes and organisations such as metrology and benchmarking authorities, encoasagppropriate, the

development of benchmarks and measurement methodologies.

3. The levels of accuracy and the relevant accuracy metrics ofrisiglAl systems shall be declared in the

accompanying instructions of use.

4. Highrisk Al systems shall be as resilient as possible regarding errors, faults or inconsistencies that may occur
within the system or the environment in which the system operates, in particular due to their interaction with

natural persons or other sysins. Technical and organisational measures shall be takérs regard.

The robustness of highsk Al systems may be achieved through technical redundancy solutions, which may

include backup or fasafe plans.

Highrisk Al systems that continue to learn after being placed on the market or put into service shall be developed
in such a waysto eliminate or reduce as far as possible the risk of possibly biased outputs influencing input for
future operations (feedback loopsand as to ensure that any such feedback loaps duly addressed with

appropriate mitigation measures.

5. Highrisk Al systems shall be resiliegainstattempts by unauthorised third parties to alter their use, outputs

or performance by exploiting the system vulnerabilities.

The technical solutions aimed ensuring the cybersecurity of higisk Al systems shall be appropriate to the

relevant circumstances and the risks.

The technical solutions to address Al specific vulnerabilities shall include, where appropriate, measures to
prevent, detect, respond to, resolve and control for attacks trying to manipulate the training sgtédata
poisoning), or prearained components used in training (model poisoning), inputs designed to caugerniael

to make a mistake (adversarial examples or model evasion), confidentiality attacks or model flaws.

Relevant Recital$6and74- 78
Relevant AnnexefN/A
Relevant LegislatiomN/A

Recitals:

(74) Highrisk Al systems should perform consistently throughout their lifecycle and meet an appropriate level of
accuracy, robustness and cybersecurity, in light of their intended purpose and in accordance with the generally
acknowledged state of the art. Ti@mmission and relevant organisations and stakeholders are encouraged to
take due consideration of the mitigation of risks and the negative impacts of the Al system. The expected level of
performance metrics should be declared in the accompanying instnsctof use. Providers are urged to

communicate that information to deployers in a clear and easily understandable way, free of misunderstandings

72



or misleading statements. Union law on legal metrology, including Directives 2014/3%)Edd 2014/32/EU

(%% of the European Parliament and of the Council, aims to ensure the accuracy of measurements and to help the
transparency and fairness of commercial transactions. In that context, in cooperation with relevant stakeholders
and organisation, such as metropagnd benchmarking authorities, the Commission should encourage, as
appropriate, the development of benchmarks and measurement methodologies for Al systems. In doing so, the
Commission should take note and collaborate with international partners workingetrology and relevant
measurement indicators relating to Al.

(75) Technical robustness is a key requirement for-higlh Al systems. They should be resilient in relation to
harmful or otherwise undesirable behaviour that may result from limitations within the systems or the
environment in which the systems operateg(esrrors, faults, inconsistencies, unexpected situations). Therefore,
technical and organizational measures should be taken to ensure robustness-taskighsystems, for example

by designing and developing appropriate technical solutions to prevembimimize harmful or otherwise
undesirable behaviour. Those technical solution may include for instance mechanisms enabling the system to
safely interrupt its operation (faflafe plans) in the presence of certain anomalies or when operation takes place
outside certain predetermined boundaries. Failure to protect against these risks could lead to safety impacts or
negatively affect the fundamental rights, for example due to erroneous decisions or wrong or biased outputs
generated by the Al system.

(76) Cybersecurity plays a crucial role in ensuring that Al systems are resilient against attempts to alter their use,
0SKI @A2dz2NE LISNF2NXI yOS 2NJ O2YLINRPYA &S GKSANI aSOdzNR (e
vulnerabilities. Cyberattks against Al systems can leverage Al specific assets, such as training data sets (e.g.
data poisoning) or trained models (e.g. adversarial attacks or membership inference), or exploit vulnerabilities in
GKS 'L aeaidsSyQa RA3IATinflastriciue. Fd ensue BlevieloiybdseeuftyNdppropriatd L /
to the risks, suitable measures, such as security controls, should therefore be taken by the providensséf high

Al systems, also taking into account as appropriate the underlying 1@3tinfture.

(77) Without prejudice to the requirements related to robustness and accuracy set out in this Regulation, high
risk Al systems which fall within the scopeadRegulationof the European Parliament and of the Counail
horizontal cybersecurity requirements for produstth digital elementsin accordance with it Regulation may
demonstrate compliance with the cybersecurity requirersentt this Regulation by fulfilling the essential
cybersecurity requirements set out irattRegulation. Whehigh-risk Al systems fulfil the essential requirements

of a Regulationof the European Parliament and of the Coumncil horizontal cybersecurity requiremerfte

products with digital elementghey should be deemed compliant with the cybersecurity requirements set out in
this Regulation in so far as the achievement of those requirements is demonstrated in the EU declaration of

conformity or parts thereof issued unddiat Regulation.To that end the assessment of the cybersecurity risks,

% Directive 2014/31/EU of the European Parliament and of the Council of 26 February 2014 on the harmonisation
of the laws of the Member States relating to the making available on the market chnmmatic weighing
instruments (OJ L 96, 29.3.2014, p. 10%)s://eur-lex.europa.eu/eli/dir/2014/31/0j

36 Directive 2014/32/EU of the European Parliament and of the Council of 26 February 2014 on the harmonisation
of the laws of the Member States relating to the making available on the market of measuring instruments (OJ L
96, 29.3.2014, p. 149). Consolidatedversion available at: https://eur-lex.europa.eu/legal
content/EN/TXT/?uri=CELEX%3A02014 0350127
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associated to a product with digital elements classified as-higkhAl system according to this Regulation, carried

out undera Regulation of the European Parliament and of the Council on horizontal cybersecurity requirements
for products with digital elementshould consider risks to the cyber resilience of an Al system as regards attempts
by unauthorised third parties to alter its use, behaviour or performance, including Al specific vulnerabilities such
as data poisoning or adversarial attacks, as well asiedevant, risks to fundamental rights as required by this
Regulation.

(78) The conformity assessment procedure provided by this Regulation should apply in relation to the essential
cybersecurity requirements of a product with digital elements covered by a regulation of the European Parliament
and of the Council on horizontal cybecurity requirements for products with digital elements and classified as a
high-risk Al system under this Regulation. However, this rule should not result in reducing the necessary level of
assurance for critical products with digital elements covengd begulation of the European Parliament and of

the Council on horizontal cybersecurity requirements for products with digital elements. Therefore, by way of
derogation from this rule, highisk Al systems that fall within the scope of this Regulationaaadalso qualified

as important and critical products with digital elements pursuant to a regulation of the European Parliament and
of the Council on horizontal cybersecurity requirements for products with digital elements and to which the
conformity assesment procedure based on internal control set out in an annex to this Regulation applies, are
subject to the conformity assessment provisions of a regulation of the European Parliament and of the Council on
horizontal cybersecurity requirements for prottuwith digital elements insofar as the essential cybersecurity
requirements of that regulation are concerned. In this case, for all the other aspects covered by this Regulation
the respective provisions on conformity assessment based on internal coettroltsin an annex to this
Regulation should apply. Building on the knowledge and expertise of ENISA on the cybersecurity policy and tasks
assigned to ENISA under the Regulation (EU) 2019/881 of the European Parliament and of the3Zpuheil (

Commission should cooperate with ENISA on issues related to cybersecurity of Al systems.

SECTIOBI
Obligations ofproviders anddeployers of high-risk Alsystems andother parties

Article 16
Obligations of providers of highisk Al systems

Providers of highisk Al systems shall:

(a) ensure that their highisk Al systems are compliant with the requirements set o BHCTIOR;

37 Regulation (EU) 2019/881 of the European Parliament and of the Council of 17 April 2019 on ENISA (the
European Union Agency for Cybersecurity) and on information and communications technology cybersecurity
certification and repealing Regulation (EU) N&6/2P13 (Cybersecurity Act) (OJ L 151, 7.6.2019, p. 15),
https://eur-lex.europa.eu/eli/req/2019/881/qj
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(b) indicate on the highisk Al system or, where that is not possible, on its packaging or its accompanying
documentation, as applicable, their name, registered trade name or registered trade mark, the address at which

they can be contacted,;
(c)have a quality management system in place which compliesAwithle 17
(d) keep the documentation referred to #urticle 18

(e) when under their control, keep the logs automatically generated by their-tigghAl systems as referred to

in Article 19;

(f) ensure that the higkrisk Al system undergoes the relevant conformity assessment procedure as referred to

in Article 43 prior to its being placed on the market or put into service;
(g) draw up an EU declaration of conformity in accordance Witticle 47;

(h) affix the CE marking to the higlsk Al system or, where that is not possible, on its packaging or its

accompanying documentation, to indicate conformity with this Regulation, in accordancémtiitte 48;
(i) comply with the registration obligations referred to Aaticle 49(1);
(j) take the necessary corrective actions and provide information as requirddiiie 2;

(k) upon a reasoned request of a national competent authority, demonstrate the conformity of theikighl

system with the requirements set out BECTIOR

(I) ensure that the highrisk Al system complies with accessibility requirements in accordance with Directives (EU)
2016/2102 and (EU) 2019/882.

Relevant Recital§'9 - 81 and145
Relevant Annexe$/A

Relevant Legislatiomirective(EU)2016/2102andDirective(EU)2019/882

Recitals:

(79) It is appropriate that a specific natural or legal person, defined as the provider, takes responsibility for the
placing on the market or putting into service of a higgk Al system, regardless of whether that natural or legal

person is the person whaesigned or developed the system.

(80) As signatories to the United Nations Convention on the Rights of Persons with Disdhditizson and the
Member States are legally obliged to protect persons with disabilities from discrimination and promote their
equality, to ensure that persons with disabilities have access, on an equal basis with others, to information and
communicationgechnologies and systems, and to ensure respect for privacy for persons with disabilities. Given
the growing importance and use of Al systems, the application of universal design principles to all new

technologies and services should ensure full and eagmdss for everyone potentially affected by or using Al

75


https://eur-lex.europa.eu/eli/dir/2016/2102/oj
https://eur-lex.europa.eu/eli/dir/2019/882/oj

technologies, including persons with disabilities, in a way that takes full account of their inherent dignity and
diversity. It is therefore essential thatoviders ensure full compliance with accessibility requirements, including
Directive (EU) 2016/210@f the European Parliament and of the Cour{88) and Directive (EU) 2019/882
Providers shouldnsure compliance with these requirements by design. Therefore, the necessary measures should

be integrated as much as possible into the design of thetsghAl system.

(145) In order to minimise the risks to implementation resulting from lack of knowledge and expertise in the
market as well as to facilitate compliance of providers, in particular SMEs, includirgs$aend notified bodies

with their obligations undethis Regulation, the Adn-demand platform, the European Digital Innovation Hubs

and the testing and experimentation facilities established by the Commission and the Member States at Union or
national level should contribute to the implementation of theg®ation. Within their respective mission and
fields of competence, the -Ah-demand platform, the European Digital Innovation Hubs and the testing and
experimentation Facilities are able to provide in particular technical and scientific support toepsoaittl

notified bodies.

Article 17

Quality management system

1. Providers of highisk Al systems shall put a quality management system in place that ensures compliance with
this Regulation. That system shall be documented in a systematic and orderly manner in the form of written

policies, procedures and instructisnand shall include at least the following aspects:

(a) a strategy for regulatory compliance, including compliance with conformity assessment procedures and

procedures for the management of modifications to the higdk Al system;

(b) techniques, procedures and systematic actions to be used for the design, design control and design

verification of the higkrisk Al system;

(c) techniques, procedures and systematic actions to be used for the development, quality control and quality

assurance of the highisk Al system;

(d) examination, test and validation procedures to be carried out before, during and after the development of

the highrisk Al system, and the frequency with which they have to be carried out;

(e) technical specifications, including standards, to be applied and, where the relevant harmonised standards are
not applied in full or do not cover all of the relevant requirements set ol8eation the means to be used to

ensure that the highrisk Al system complies with those requirements;

38 Directive (EU) 2016/2102 of the European Parliament and of the Council of 26 October 2016 on the accessibility
of the websites and mobile applications of public sector bodies (OJ L 327, 2.12.2016,hfipstyeur-
lex.europa.eu/eli/dir/2016/2102/0j

76


https://eur-lex.europa.eu/eli/dir/2019/882/oj
https://eur-lex.europa.eu/eli/dir/2016/2102/oj
https://eur-lex.europa.eu/eli/dir/2016/2102/oj

(f) systems and procedures for data management, including data acquisition, data collection, data analysis, data
labelling, data storage, data filtration, data mining, data aggregation, data retention and any other operation
regarding the data that is pesfmed before and for the purpose of the placing on the market or putting into

service of highrisk Al systems;
(9) the risk management system referred toArticle 9

(h) the settingup, implementation and maintenance of a pasfrket monitoring system, in accordance with
Article 72,

(i) procedures related to the reporting of a serious incident in accordanceAniitie 73;

()) the handling of communication with national competent authorities, other relevant authorities, including
those providing or supporting the access to data, notified bodies, other operators, customers or other interested

parties;
(k) systems and procedures for record keeping of all relevant documentation and information;
() resource management, including secwdtiysupply related measures;

(m) an accountability framework setting out the responsibilities of the management and other staff with regard

to all aspects listed in this paragraph.
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organisation. Providers shaith any eventrespect the degree of rigour and the level of protection required to

ensure compliance of their Al systems with this Regulation.

3. Providers of highrisk Al systems that are subject to obligations regarding quality management systems or an
equivalent function under relevant sectoral Union law may include the aspects listed in paragraph 1 as part of

the qualitymanagement systems pursuant to that law.

4. For providers that are financial institutions subject to requirements regarding their internal governance,
arrangements or processes under Union financial services legislation, the obligation to put in plaaktya
management systenwith the exception of paragraph 1, points (g), (h) andf(this Article shall be deemed to

be fulfilled by complying with the rules on internal governance arrangements or processes pursuant to the
relevant Union financial serviceaw. To that end any harmonised standards referred to Amticle 400f this

Regulation shall be taken into account.

Relevant Recital81
RelevantAnnexesN/A
Relevant LegislatiomN/A

Recitals:
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(81) The provider should establish a sound quality management system, ensure the accomplishment of the
required conformity assessment procedure, draw up the relevant documentation and establish a robust post
market monitoring system. Providers laifjh-risk Al systems that are subject to obligations regarding quality
management systems under relevant sectorial Union law should have the possibility to include the elements of
the quality management system provided for in this Regulation as part of the exjgafity management system
provided for in that other sectorial Unicaat. The complementarity between this Regulation and existing sectorial
Union law should also be taken into account in future standatidin activities or guidance adopted by the
Commission. Public authorities which put into service-hghAl systems for their own use may adopt and
implement the rules for the quality management system as part of the quality management system adapted at
national or regional level, as appropriate, tag into account the specificities of the sector and the competences

and organisation of the public authority @doncerned

Avrticle 18

Documentation Keeping

1. The provider shall, for a peri@hding 10 years after the Al system has been placed on the market or put into

service, keep at the disposal of the national competent authorities:

(a) the technical documentation referred to Article 11

(b) the documentation concerning the quality management system referred Aotinle 17

(c) the documentation concerning the changes approved by notified bpateere applicable;
(d) the decisions and other documents issued by the notified bodikere applicable;

(e) the EU declaration of conformity referred toAuticle 47.

2. Each Member State shall determine conditions under which the documentation referred to in paragraph 1
remains at the disposal of the national competent authorities for the period indicated in that paragraph for the
cases when a provider or its authorisezpresentative established on its territory goes bankrupt or ceases its

activity prior to the end of that period.

3. Providers that are financial institutions subject to requirements regarding their internal governance,
arrangements or processes under Union financial serviseshall maintain the technical documentation as part

of the documentation kept under the relevant Union financial serviaes |

Relevant Recitals: N/A.
Relevant AnnexedN/A

Relevant LegislatiomN/A
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Article19

Automatically generated logs

1. Providers of highisk Al systems shall keep the logs, referred téiticle 1Z1), automatically generated by
their highrisk Al systems, to the extent such logs are under their control. Without prejudice to applicable Union
or national law, the logs shall be kept for a period appropriate to the intended purpose bigheisk Al system,

of at least 6 months, unless provided otherwis¢hia applicable Union or national law, in particular in Union law

on the protection of personal data.

2. Providers that are financial institutions subject to requirements regarding their internal governance,
arrangements or processes under Union financial servagshall maintain the logs automatically generated

by their highrisk Al systems as part of the documentation kept under the relevant financial seliasce

Relevant Recitals: N/A.
Relevant Annexed/A

Relevant LegislatiomN/A

Article D

Corrective actiongand duty of information

Providers of highiisk Al systems which consider or have reason to consider that aiklgiAl systenthat they

have placed on the market or put into service is not in conformity with this Regulation shall immediately take the
necessary corrective actions to bring that system into conformity, to withdraw it, to disable it, or to recall it, as
appropriate. Theyhall inform the distributors of the highisk Al systentoncernedand, where applicable, the

deployers, the authorised representative and importaczordingly.

Where the higkrisk Al system presents a risk within the meanindddifcle 79(1) and the provider becomes
aware of that riskit shall immediately investigate the causes, in collaboration with the reporting deployer, where
applicable, and inform the market surveillance authorittesnpetent for the higkrisk Al system concerned and,
where applicable, the notified body that issued a certificate for that fiigk Al system in accordance wiiticle

44, in particular, of the nature of the necompliance and of any relevant corrective action taken.

Relevant Recitals: N/A.

Relevant Annexed/A

Relevant LegislatiomN/A
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Article 21

Cooperation with competent authorities

1. Providers of highisk Al systems shall, upon a reasoned request by a competent authority, provide that
authority all the information and documentation necessary to demonstrate the conformity of therkaighAl
system with the requirements set out BECTIOR) in a language which can be easily understood by the authority

in one of theofficial languags of the institutionsof the Union asndicated bythe Member State concerned.

2. Upon a reasoned request bycampetent authority providers shall also give the requesting competent
authority, as applicable, accetssthe automatically generated logs of the highk Al system referred to isrticle

12(1), to the extent such logs are under their control.

3. Any information obtained by a competent authority pursuant to this Article shall be treatecciordancevith

the confidentiality obligations set out irticle 78

Relevant Recitals: N/A.
Relevant Annexed/A

Relevant LegislatiomN/A

Article 2

Authorised representatives of providers of higtisk Al systems

1. Prior to making theihighrisk Al systems available on the Union market, providers established in third

countries shall, by written mandate, appoint an authorised representative which is established in the Union.

2. The provider shall enable its authorised representative to perform the tasks specified in the mandate received

from the provider.

3. The authorised representative shall perform the tasks specified in the mandate received from the provider. It
shall provide a copy of the mandate to the market surveillaagthorities upon request, in one of the official
languages of the institutions of the Union, as indicated by the competent authority. For the purposes of this

Regulation, the mandate shall empower the authorised representative to carry out the folloveksy ta

(a) verify that the EU declaration of conformity referred to in Article 47 and the technical documentation referred
to in Article 11have been drawn up and that an appropriate conformity assessment procedure has been carried

out by the provider;

(b) keep at the disposal of the competent authorities and national authorities or bodies referredAdidte
74(10), for a period of 10 years after the highk Al system has been placed on the market or put into service,
the contact details of the provider that appointed the authorised representative, a copy of the EU declaration of
conformity referred to inArticle 4, the technical documentation and, if applicable, the certificate issued by the

notified body;
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(c) provide a competent authority, upon a reasoned request, with all the information and documentation,
including that referred to in point (b) of this subparagraph, necessary to demonstrate the conformity of-a high
risk Al system with the requirements sat in SECTIOR, including access to the logs, as referred té\iticle
12(1), automatically generated by the higisk Al system, to the extent such logs are under the control of the

provider ;

(d) cooperate with competent authorities, upon a reasoned request, in any action the latter take in relation to

the highrisk Al system, in particular to reduce and mitigate the risks posed by theibighAl system;

(e) where applicable, comply with the registration obligations referred trticle 49(1), or, if the registration is
carried out by the provider itself, ensure that the information referred to in point 3 of SectionAméx VIis
correct. The mandate shall empower the authorised representative to be addressed, in addition to or instead of

the provider, by the competent authorities, on all issues related to ensuring compliance with this Regulation.

4. The authorised representative shall terminate the mandate if it considers or has reason to consider the
provider to be acting contrary to its obligations pursuant to this Regulation. In such a case, it shall immediately
inform the relevant market surviénce authority, as well as, where applicable, the relevant notified body, about

the termination of the mandte and the reasons therefor.

Relevant Recitals: &hd 83
Relevant Annexegnnex VIIE Section A
Relevant LegislatiomN/A

Recitals:

(82) To enable enforcement of this Regulation and create a-l@aging field for operators, and, taking into
account the different forms of making available of digital products, it is important to ensure that, under all
circumstances, a person establishedha Union can provide authorities with all the necessary information on
the compliance of an Al systemherefore, prior to making their Al systems available in the Union, providers
establishedn third countries should, by written mandate, appoint an authorised representesitablished in

the Union. This authorised representative plays a pivotal role in enstimngompliance of the highisk Al
systems placed on the market or put into servicékh@Union by those providers who are mstablished in the

Union and in serving dkeir contact person established in the Union.

(83) In light of the nature and complexity of the value chain for Al systems and in line with the New Legislative
Framework, it is essential to ensure legal certainty and facilitate the compliance with this Regulation. Therefore,
it is necessary to clarifye role and the specific obligations of relevant operators along that value chain, such as
importers and distributors who may contribute to the development of Al systems. In certain situations those
operators could act in more than one role at the saingetand should therefore fulfil cumulatively all relevant
obligations associated with those roles. For example, an operator could act as a distributor and an importer at

the same time.
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Article 23

Obligations of importers

1. Before placing a higtisk Al system on the market, importers shall ensure that the system is in conformity

with this Regulation by verifying that:

(a) the relevant conformity assessment procedure referred taiiticle 4has been carried out by the provider

of the highrisk Al system;
(b) the provider has drawn up the technical documentation in accordanceAriitle 1Zland AnnexI|V;

(c) the system bears the required CE marking and is accompanied by the EU declaration of conformity referred

to in Article 47and instructions for use;
(d) the provider has appointed an authorised representative in accordanceAstttie 2(1).

2. Where an importer has sufficient reason to consider that a-higlhAl system is not in conformity with this
Regulation, or is falsified, or accompanied by falsified documentation, it shall not place the system on the market
until it has been broughtito conformity. Where the highisk Al system presents a risk within the meaning of
Article79(1), the importer shall inform the provider of the system, the authorised representative and the market

surveillance authorities to that effect.

3. Importers shall indicate their name, registered trade name or registered trade mark, and the address at which
they can be contacted on the higlsk Al system and on its packaging or its accompanying documentation, where

applicablet

4. Importers shall ensure that, while a highk Al system is under their responsibility, storage or transport

conditions, where applicable, do not jeopardise its compliance with the requirements set S&GTIOR

5. Importers shall keep, for a period of 10 years after the ‘igk Al system has been placed on the market or
put into service, a copy of the certificate issued by the notified body, where applicable, of the instructions for

use, and of the EU declarati of conformity referred to irfrticle 47.

6. Importers shall provide the relevant competemithorities, upon a reasoned request, with all the necessary
information and documentation, including that referred to in paragraph 5, to demonstrate the conformitg of a

highrisk Al system with the requirements set out8ECTIORIin a language which can be easily understood by
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them. For this purpose, they shall also ensure that the technical documentation can be made available to those

authorities.

7. Importers shall cooperate with the relevant competent authorities in any action thogeorities take in
relation to a highrisk Al system placed on the market by fh®porters, in particular to reduce and mitigate the

risks posed by it.

Relevant Recital&3
Relevant Annexegnnex|V

Relevant LegislatiomN/A

Article 2

Obligations ofdistributors

1. Before making a highisk Al system available on the market, distributors shall verify that it bears the required
CE marking, that it is accompanied by a copy of the EU declaration of conformity referreAnalie 4and
instructions for use, and thahe provider and the importer of that system, as applicable, have complied with

their respective obligations as laid downArticle 16 points (b) and (c) andrticle 233).

2. Where a distributor considers or has reason to consider, on the basis of the information in its possession, that
a highrisk Al system is not in conformity with the requirements set ol BHECTIOR, it shall not make the high

risk Al system available on the market until the system has been brought into conformity with those
requirements. Furthermore, where the higisk Al system presents a risk within the meanind\dicle 79(1),

the distributor shall inform the provider or the importer of the system, as applicable, to that effect.

3. Distributors shall ensure that, while a higbk Al system is under their responsibility, storage or transport
conditions, where applicable, do not jeopardise the compliance of the system with the requirements set out in
SECTIOR

4. A distributor that considers or has reason to consider, on the basis of the information in its possession, a high
risk Al system which it has made available on the market not to be in conformity with the requirements set out
in SECTION, shall take the corrective actions necessary to bring that system into conformity with those
requirements, to withdraw it or recall it, or shall ensure that the provider, the importer or any relevant operator,
as appropriate, takes those corrective actsoWhere the highiisk Al system presents a risk within the meaning

of Article 79, the distributor shall immediately inform the provider or importer of the system and the authorities
competent for the higkrisk Al systenconcerned, giving details, in particular, of the prommpliance and of any

corrective actions taken.

5. Upon a reasoned request from a relevant competent authority, distributors of arlsighAl system shall

provide that authority with all the information and documentation regarding their actions pursuant to
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paragraphs 1 to 4 necessary to demonstrate the conformity of that system with the requirements set out in

SECTIOR

6. Distributors shall cooperate with the relevant competent authorities in any action those authorities take in
relation to a highrisk Al system made available on the market by the distributors, in particular to reduce or

mitigate the risk posed by it.

Relevant Recital&3
Relevant AnnexedN/A

Relevant LegislatiomN/A

Article 5

Responsibilities along the Al value chain

1. Any distributor, importer, deployer or other thigarty shall be considered to be a provider of a higk Al
system for the purposes of this Regulation and shall be subject to the obligations of the providerAuticler

16, in any of the following circumstances:

(a) they put their name or trademark on a higkk Al system already placed on the market or put into service,

without prejudice to contractual arrangements stipulating that the obligations are otherwise allocated;

(b) they make a substantial modification to a higgk Al system that has already beglaced on the market or

has already been put into service in such a way thagritains a highisk Al system pursuant tarticle §

(c) they modify the intended purpose of an Al system, including a geperpbse Al system, which has not been
classified as highisk and has already been placed on the market or put into service in such a way that the Al

system concerned becomes a higbk Al system in accordance whinticle 6

2. Where the circumstances referred to in paragraph 1 occur, the provider that initially placed the Al system on
the market or put it into service shall no longer be considered to be a provider of that specific Al system for the
purposes of this RegulatiorThat initial provider shall closely cooperate with new providers and shall make
available the necessary information and provide the reasonably expected technical access and other assistance
that are required for the fulfilment of the obligations set oint this Regulation, in particular regarding the
compliance with the conformity assessment of higgk Al systems. This paragraph shall not apply in cases where
the initial provider has clearly specified that its Al system is not to be changed into -aigkighl system and

therefore does not fall under the obligation to hand over the documentation.

3. In the case of highisk Al systems that are safety components of products covered by the Union harmonisation

legislation listed in Section A Ahnexl, the product manufacturer shall be considered to be the provider of the
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highrisk Al system, and shall be subject to the obligations urfiticle 16under either of the following

circumstances:

(a) the highrisk Al system is placed on the market together with the product under the name or trademark of

the product manufacturer;

(b) the highrisk Al system is put into service under the name or trademark of the product manufacturer after

the product has been placed on the market.

4. The provider of a highsk Al system and the third party that supplies an Al system, tools, services,
components, or processes that are used or integrated in a-hglhAl system shall, by written agreement, specify
the necessary information, capahiis, technical access and other assistance based on the generally
acknowledged state of the art, in order to enable the provider of the figk Al system to fully comply with the
obligations set out in this Regulation. This paragraph shall not apglyirth parties making accessible to the
public tools, services, processes, or components, other geareratpurpose Al models, under a free and open

source licence.

The Al Office may develop and recommend voluntary model terms for contracts bepreeiders of higkrisk
Al systems and third parties that supply tools, servicemponents or processes that are used for or integrated
into highrisk Al systems. Whetteveloping thosevoluntary model terms, the Al Office shall take into account

possiblecontractual requirements applicable in specific sectors or business cases. The voluntary
model terms shall be published and be available free of charge in an easily akaitenic format.

5. Paragraphs 2 and 3 are without prejudice to the need to observe and protect intellectual property rights,

confidential business information and trade secrets in accordance with Union and national law.

Relevant Recital&3to 90
Relevant Annexeginnex| ¢ SectionA
Relevant LegislatiomN/A

Recitals:

(84) To ensure legal certainty, it is necessary to clarify that, under certain specific conditions, any distributor,
importer, deployer or other thirgarty should be considerei be a provider of a highisk Al system and
therefore assume all the relevant obligations. This would be the case if that party puts its name or trademark on
a highrisk Al system already placed on the market or put into service, without prejudice to coalractu
arrangements stipulating that the obligations are allocated otherwidds would also be the cagehat party

makes a substantial modification to a highisk Al system that has already been placed on the market or has
already been put into service and in a way thhaémains a higkrisk Al system in accordance wiltis Regulation

or if it modifies the intended purpose of an Al system, including a general purpose Al system, which has not been

classified as highisk and has already been placed on the market or put into service, in a way that the Al system
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becomes a highisk Al system in accordance wittis RegulationThose provisions should apply without prejudice

to more specific provisions established in certaimon harmonisation legislatiobased on theéNew Legislative
Framework together with which this Regulation should apply. For example, Artic(&)16f Regulation(EU)
2017/745 establishing that certain changes should not be considered modifications of a device that could affect
its compliance with the applicable requirements, should continue to apply terislgAl systems that are medical

devices within the meaning of thaeBulation.

(85) General purpose Al systems may be used asrlsigtAl systems by themselves or be components of other
high risk Al systems. Therefore, due to their particular nature and in order to ensure a fair sharing of
responsibilities along the Al value chain, greviders of such systems should, irrespective of whether they may
be used as highisk Al systems as such by other providers or as components aigkighl systems and unless
provided otherwise under this Regulation, closely cooperate with thedensvif the reevanthigh-risk Al systems

to enable their compliance with the relevant obligations under this Regulation and with the competent authorities

established under this Regulation.

(86) Where, under the conditions laid down in this Regulation, the provider that initially placed the Al system on
the market or put it into service should no longer be considéwele the provider for the purposes of this
Regulation, and when that provider has not expressly excluded the change of the Al system intdsk Righ
system, the former provider should nonetheless closely cooperate and make available the necessaryanformati
and provide the reasonably expected technical access and other assistance that are required for the fulfilment of
the obligations set out in this Regulation, in particular regarding the compliance with the conformity assessment

of highrisk Al systems.

(87) In addition, where a higtisk Al system that is a safety component of a product which falls within the scope
of Union harmonisation legislation based on the New Legislative Framework is not placed on the market or put
into service independently frothe product, the product manufacturer defined in that legislation should comply
with the obligations of the provider established in this Regulation and should, in particular, ensure that the Al

system embedded in the final product complies with the requergs of this Regulation.

(88) Along the Al value chain multiple parties often supply Al systems, tools and services but also components or
processes that are incorporated by the provider into the Al system with various objectives, including the model
training, model retraining, mael testing and evaluation, integration into software, or other aspects of model
development. Those parties have an important role to play in the value chain towards the provider of the high
risk Al system into which their Al systems, tools, services,a@mnfs or processes are integrated, and should
provide by written agreement this provider with the necessary information, capabilities, technical access and
other assistance based on the generally acknowledged state of the art, in order to enable therpi@vully

comply with the obligations set out in this Regulation, without compromising their own intellectual property rights

or trade secrets.

(89) Third parties making accessible to the public tools, services, processes, or Al components other than general
purpose Al models, sbildnot be mandated to comply with requiremernsgeting the responsibilities along the

Al value chain, iparticulartowards the provider that has used or integrated them, when those tools, services,
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processes, or Al components are made accessible under a free andonpeelicence. Developers of free and
opensource tools, services, processes, or Al components other than geuagyate Al models should be
encouraged to implement widely adopted documentation practices, such as model cards and data sheets, as a
way to acceleate information sharing along the Al value chain, allowing the promotion of trustworthy Al systems

in the Union.

(90) The Commission could develop and recommend voluntary model contractual terms between providers of
high-risk Al systems and third parties that supply tools, services, components or processes that are used or
integrated in highrisk Al systems, to facilitathe cooperation along the value chain. When developing voluntary

model contractual terms, the Commission should also take into account possible contractual requirements

applicable in specific sectors or business cases.

Article 26
Obligations of deployers of highisk Al systems

1. Deployers of highisk Al systems shall take appropriate technical and organisational measures to ensure they
use such systems in accordance with the instructions for use accompanying the systems, pursuant to paragraphs

3 and 6.

2. Deployers shall assign human oversighatural persons who have the necessary competence, training and

authority, as well as the necessary support.

3. The obligations set out in paragraphs 1 and 2, are without prejudice to other deployer obligations under Union
2N yIGA2yFE f1¢6 YR (2 GKS RSLIX 28SNna FTNBSR2Y (2 2NEH

implementing the human oversigimeasures indicated by the provider.

4. Without prejudice to paragraphs 1 and 2, to the extent the deployer exercises control over the input data, that
deployer shall ensure that input data is relevant and sufficiently representative in view of the intended purpose

of the highrisk Al system.

5. Deployers shall monitor the operation of the higsk Al system on the basis of the instructions for use and,
where relevant, inform providers in accordance whlticle 72. Where deployers have reason to consider that
the use of the highiisk Al system imaccordance with the instructions may result in that Al system presenting a
risk within themeaning ofArticle 79(1), they shall, without undue delay, inform the providerdistributor and

the relevant market surveillance authority, and shall suspend the ughabtfsystem. Where deployers have
identified a serious incident, they shall alsomediately inform first the provider, and then the importer or
distributor and therelevant market surveillance authorities of that incident. If the deployer is not abteaoh

the provider,Article 73 shall apply mutatis mutandis. This obligation shallemter sensitive operational data of

deployers of Al systems which are law enforcemaunthorities.

For deployers that are financial institutions subject to requirements regarding th&rnal governance,

arrangements or processes under Union financial services lawmntivétoring obligation set out in the first
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subparagraph shall be deemed to be fulfilleddmymplying with the rules on internal governance arrangements,

processes and mechanismpagrsuant to the relevant financial service law.

6. Deployers of highisk Al systems shall keep the logs automatically generated by thatiklighAl system to the
extent such logs are under thaiontrol, fora period appropriate to the intended purpose of the higsk Al
system, of at least six months, unless provided otherwise in applicable Union or national law, in particular in

Union law on the protection of personal data.

Deployers that are financial institutions subject to requirements regarding their internal governance,
arrangements or processes under Union financial services law shall maintain the logs as part of the

documentation kept pursuant to the relevant Uniondimcial service law.

7. Before putting into service or using a higgk Al system at the workplace, deployers who are employers shall
AYT2NY 62N] SNEQ NBLNBaSyGlriAagdSa yR GKS | FFRBAISR 62 NJ
system. This information shall be provided, where applicable, in accordance with the rules and procedures laid

down in Union and national law and practice on information of workers and their representatives.

8. Deployers of highisk Al systems that are public authorities, or Union institutions, bodies, offices or agencies
shall comply with the registration obligations referred toArticle 49. When such deployers find that the high
risk Al system that they envisage using has not been registered in the EU database referveditteiril, they

shall not use that system and shall inform the provider or the distributor.

9. Where applicable, deployers of highk Al systems shall use the information provided uriiticle 13of this
Regulation to comply with their obligation to carry out a data protection impact assessment Antide 350f
Regulation (EU) 2016/6%3 Article 27 oDirective (EU) 2016/680

10. Without prejudice tdirective (EU) 2016/680n the framework of an investigation for the targeted search

of a person suspected or convicted of having committed a criminal offence, the deployer ofréskigh system

for postremote biometric identification shall request an authorisationsaete, or without undue delay and no

later than 48 hours, by a judicial authority or an administrative authority whose decision is binding and subject
to judicial review, for the use of that system, except wheis itised for the initial identification of a potential
suspect based on objective and verifiable facts directly linked to the offence. Each use shall be limited to what is

strictly necessary for the investigation of a specific criminal offence.

If the authorisation requested pursuant to the first subparagraph is rejected, the use of thergoste
biometric identification system linked to that requested authorisation shall be stopped with immediate effect
and the personal data linked to the us&the highrisk Al system for which the authorisation was requested shall

be deleted.

In no case shall such higisk Al system for posemote biometric identification beised for law enforcement
purposes in an untargeted way, without any link to a crimiofé¢nce, a criminal proceeding, a genuine and
present or genuine and foreseeable threafta criminal offence, or the search for a specific missing person. It

shall be ensured thato decision that produces an adverse legal effect on a person may be taken by the law

enforcement authorities based solely on the output of such pestote biometricidentification systems.
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This paragraph is without prejudice to Article 9Régulation (EU) 2016/678nd Article 10 ofDirective (EU)
2016/680for the processing of biometric data.

Regardless of the purpose or deployer, each use of suchrisigihl systems shall lsocumented in the relevant
police file and shall be made available to the relevant masdwaveillance authority and the national data
protection authority upon requestexcluding the disclosure of sensitive operational data related to law
enforcement. Thisubparagraph shall be without prejudice to the powers conferre®bgctive (EU) 2016/680

on supervisory authorities.

Deployers shall submit annual reports to the relevant market surveillance and national data protection
authorities on their use of posemote biometric identification systems, excluding the disclosure of sensitive
operational data related to law enforceme The reports may be aggregated to cover more than one

deployment.

Member States may introduce, in accordance with Union law, more restrictive laws on the use-oémpost¢

biometric identification systems.

11. Without prejudice tdArticle 50 of this Regulation, deployers of higisk Al systems referred to in Annex IlI

that make decisions or assist in making decisions related to natural persons shall inform the natural persons that
they are subject to the use of the higlsk Al system. Fordlirrisk Al systems used for law enforcement purposes
Article 13 ofDirective (EU) 2016/68§hall apply.

12. Deployers shall cooperate with the relevant competent authorities in any action those authorities take in

relation to the highrisk Al system in order to implement this Regulation.

RelevantRecitals: 91 95
Relevant Annexeginnex Il

Relevant LegislatiorRegulation (EU) 2016/67Birective (EU) 2016/68Directive (EU) 2016/68Mirective
2002/14/EC

Recitals:

(91) Given the nature of Al systems and the risks to safety and fundamental rights possibly associated with their
use, including as regards the need to ensure proper monitoring of the performance of an Al systemtlifea real
setting, it is appropriate to sespecific responsibilities for deployers. Deployers should in particular take
appropriate technical and organisational measures to ensure they userikigAl systems in accordance with

the instructions of use and certain other obligations should be pedvfdr with regard to monitoring of the
functioning of the Al systems and with regard to reckegping, as appropriate. Furthermore, deployers should
ensure that the persons assigned to implement the instructions for use and human oversight as sétisut in

Regulation have the necessary competence, in particular an adequate level of Al literacy, training and authority
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to properly fulfil those tasks. Those obligations should be without prejudice to other deployer obligations in

relation to highrisk Al systems under Union or national law.

(92) This Regulation is without prejudice to obligations for employers to inform or to iriodnconsult workers

or their representatives under Union or national law and praciiveluding Directive 2002/14/E@9) of the
European Parliament and of the Council,datisions to put into service or use Al systems. It remains necessary
to ensureinformation of workers and their representatives on the planned deployment ofisighl systems at

the workplace where the conditions for those information or informatiod consultatiorobligations in other

legal instruments are not fulfilled. Moreover, sunformation right is ancillary and necessary to the objective of
protecting fundamentatights that underlies this Regulation. Therefore, an information requiremehtteffect

should be laid down in this Regulation, without affecting any existing right®dders.

(93) Whilst risks related to Al systems can result from the way such systems are designed, risks can as well stem
from how such Al systems are used. Deployers ofrisglAl system therefore play a critical role in ensuring that
fundamental rights are protéed, complementing the obligations of the provider when developing the Al system.
Deployers are best placed to understand how the -nigi Al system will be used concretely and can therefore
identify potential significant risks that were not foreseen lie tevelopment phase, due to a more precise
knowledge of the context of use, the persons or groups of persons likely to be affected, including vulnerable
groups. Deployers of higiisk Al systems listed in an annex to this Regulation also play a coteah informing

natural persons and should, when they make decisions or assist in making decisions related to natural persons,
where applicable, inform the natural persons that they are subject to the use of theiskghAl system. This
information shoud include the intended purpose and the type of decisions it makes. The deployer should also
inform the natural persons about their right to an explanation provided under this Regulation. With regard to
high-risk Al systems used for law enforcement purpptest obligation should be implemented in accordance

with Article 13 oDirective (EU) 2016/680

(94) Any processing of biometric data involved in the use of Al systems for biometric identification for the purpose
of law enforcement needs to comply with Article 1@akctive (EU) 2016/68Ghat allows such processing only
where strictly necessary, subject to appropriate safeguards for the rights and freedoms of the data subject, and
where authorised by Union or Member State law. Such use, when authorised, also needs to respect tles principl
laid down in Article 4 (1) ddirective (EU) 2016/68idicluding lawfulness, fairness and transparency, purpose

limitation, accuracy and storage limitation.

(95) Without prejudice to applicable Union law, in particuRegulation (EU) 2016/678nd Directive (EU)
2016/68Q considering the intrusive nature of pasmote biometric identification systems, the use of post
remote biometric identification systems should be subject to safeguardsrdtoste biometric identification
systems should always be used in a way thatagortionate, legitimate and strictly necessary, and thus targeted,

in terms of the individuals to be identified, the location, temporal scope and based on a closed data set of legally

3% Directive 2002/14/EC of the European Parliament and of the Council of 11 March 2002 establishing a general
framework for informing and consulting employees in the European Community (OJ L 80, 23.3.2002, p. 29)
https://eur-lex.europa.eu/legatontent/EN/ALL/?uri=celex%3A32002L. 0014

90



https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32016L0680
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32016L0680
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32016L0680
https://eur-lex.europa.eu/eli/reg/2016/679/oj
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32016L0680
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32016L0680
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A32002L0014

acquired video footage. In any case, pmahote biometric identification systems should not be used in the
framework of law enforcement to lead to indiscriminate surveillance. The conditions fereposte biometric
identification should in any case nptovide a basis to circumvent the conditions of the prohibition and strict

exceptions for real time remote biometric identification.

Article 27

Fundamental rights impact assessment for higkk Al systems

1. Prior to deploying a higlisk Al system referred to iArticle §2), with the exception of highisk Al systems
intended to be used in the area listed in point 2&fnex 11| deployers that are bodies governed by public law,

or are private entities providing public services, and deployers oftiglhAl systems referred to in points 5 (b)
and (c) ofAnnex Il shall perform an assessment of the impact on fundamental rights that the use of such system

may produce. For that purpose, deployers shall perform an assessroesisting of:

z A
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purpose;

(b) a description of the period of time within which, and the frequency with which, eachrisigiAl system is

intended to be used,;
(c) the categories of natural persons and groups likely to be affected by its use in the specific context;

(d) the specific risks of harm likely to have an impact on the categories of natural persons or groups of persons
identified pursuant to point (c) of this paragraph, taking imtocount the information given by the provider

pursuant toArticle 13
(e) a description of the implementation of human oversight measures, according to the instructions for use;

(f) the measures to be taken in the case of the materialisation of those risks, including the arrangements for

internal governance and complaint mechanisms.

2. The obligation laid down in paragraph 1 applies to the first use of therlsigilsystem. The deployer may,
in similar cases, rely on previously conducted fundamengts impact assessments or existing impact
assessments carried out by providerdifiring the use of the highisk Al system, the deployer considers that any

of the elementdisted in paragraph 1 has changed or is no longer up to date, the deployer shall take the
necessary steps to update the information.

3. Once the assessment referred to in paragraph 1 of this Article has been performetipioger shall notify
the market surveillance authority of its results, submitting filked-out template referred to in paragraph 5 of
this Article as part of the notification. the case referred to ifrticle 4(1), deployers may be exempt from that

obligation tonotify.

4. If any of the obligations laid down in this Article is already met through the data protection impact assessment
conducted pursuant to Article 35 d&®egulation (EU) 2016/67& Article 27 ofDirective (EU) 2016/68Che
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fundamental rights impact assessment referred to in paragraph 1 of this Article shall complement that data

protection impact assessment.

5. The Al Office shall develop a template for a questionnaire, including through an automated tool, to facilitate

deployers in complying with their obligations under this Article in a simplified manner.

RelevantRecitals:93 and 96
RelevantAnnexesAnnex Il

RelevantLegislationRegulation (EU) 2016/67%&hnd Directive (EU) 2016/680

Recitals:

(96) In order to efficiently ensure that fundamental rights are protected, deployers cfiblighAl systems that

are bodies governed by public law, or privatgities providing public services addployers otertain highrisk

Al systeniisted inan Annexto this Regulationsuch as banking or insurance entities, should carry out a
fundamental rights impact assessment prior to putting it inge.Services important for individuals that are of
public nature may also be provided by private entities. Prigatiies providing sucpublicservices are linked

to tasks in the public interest such as in the area of education, healthcare, sawiaeshousing,

administration of justiceThe aim of the fundamental rights impact assessment is for the deployer to identify

the specific risks to the rights of individuals or groups of individuals likely to be affected, identify measures to be
taken inthe case ofa materialisation of tloserisks. Thémpact assessment shoub& performedorior to

deployingthe highrisk Al system, and should be updated when the deployer considers that any of the relevant
FI OG2NA KIF@S OKIFIy3aISRd® ¢KS AYLI OO FaaSaamshehtheda K2 dzf R AR
high-risk Al system will be used in line with its intended purpose, and should include a description of the period

of time and frequency in which the system is intended to be used as well as of specific categories of natural

persons and grgus who are likely to be affected in the specific context of use.

SECTIOH

Notifying authorities and notified bodies

Article28
Notifying authorities

1. Each Member State shall designate or establish at least one notifying auttespignsible for setting up and
carrying out the necessary procedures for the assessment, designation and natification of conformity assessment
bodies and for their monitoring. These procedures shall be developed in cooperation between the notifying

authorities of all Member States.
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2. Member States may decide that the assessment and monitoring referred to in paragsafgbé carried out

by a national accreditation body within the meaningarfid in accordance wittiRegulation (EC) No 765/2008

3. Notifying authorities shall be established, organised and operated in such a way that no conflict of interest
arises with conformity assessment bodiemd that the objectivity and impartiality of their activities are

safeguarded.

4. Notifying authorities shall be organised in such a way that decisions relating to the natification of conformity
assessmenbodies are taken by competent persons different from those who carried out the assessment of

those bodies.

5. Notifying authorities shall offer or provide any activities that conformity assessment bodies penfarany

consultancy services on a commercial or competitive basis.

6. Notifying authorities shall safeguard the confidentiality of the informatiai they obtain in accordance with

Avrticle 78

7. Notifying authorities shall have an adequate number of competent personnel at their disposal for the proper
performance of their tasks. Competent personnel shall have the necessary expertise, where applicable, for their

function, in fields such as infaration technologiesAland law, including the supervision of fundamental rights.

Relevant Recital$/A.
Relevant Annexe§/A

Relevant Legislatiorikegulation (EC) No 765/2008

Article29

Application of a conformity assessment body for notification

1. Conformity assessment bodies shall submit an application for notification to the notifying authority of the

Member State in which they are established.

2. The application for notification shall be accompanied by a description of the conformity assessment activities,
the conformity assessment module or modules and the types of Al systems for which the conformity assessment

body claims to be competent, aseWas by an accreditation certificate, where one exists, issued by a national
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accreditation body attesting that the conformity assessment body fulfils the requirements laid donticte

33.

Any valid document related to existing designations of the applicant notified body under any other Union

harmonisation legislation shall be added.

3. Where the conformity assessment body concerned cannot provide an accreditation certificate, it shall provide
the notifying authority with all the documentary evidence necessary for the verification, recognition and regular

monitoring of its compliance witthe requirements laid down iArticle 3L.

4. For naotified bodies which are designated under any other Union harmonisation legislation, all documents and
certificates linked to those designations may be used to support their designation procedure under this
Regulation, as appropriate. The notified lyoshall update the documentation referred to in paragraph 2 and 3

of this Articlewhenever relevant changes occur, in order to enable the authority responsible for notified bodies

to monitor and verify continuous compliance with all the requirements laidm in Article 3.

Relevant Recital$/A.
Relevant Annexed/A

Relevant LegislatiomN/A

Article D

Notification procedure

1. Notifying authorities may only notify conformity assessment bodies which have satisfied the requirements laid

down inArticle 3L.

2. Notifying authorities shall notify the Commission and the other Member Statesng the electronic
notification tool developed and managed by the Commissidreach conformity assessment body referred to

in paragraph 1.

3. The notification referred to in paragraptofthis Articleshall include full details of the conformity assessment
activities, the conformity assessment module or modutbse types of Al systems concernexhd the relevant
attestation of competence. Where a notification is not based on an accreditation certificate as referred to in
Article 29(2), the notifying authority shall provide the Commission and the other Member States with
documentary evidence which attests to the conformity assessment bodyt@tite arrangements in place to
ensure that that body will be monitored regularly and will continue to satisfy the requirements laid down in
Article 3L.

4. The conformity assessment body concerned may perform the activities of a notified body only where no
objections are raised by the Commission or the other Member States within two weeks of a notification by a
notifying authority where it includes an aedfitation certificate referred to idrticle29(2), or within two months

of a notification by the notifying authority where it includes documentary evidence referredActicie 29(3).

94



5. Where objections are raised, the Commission shathout delay, enter into consultatios with the relevant
Member States and the conformity assessment body. In view thereof, the Commission shall decide whether the
authorisation is justified. The Commission shall address its decision to the Member State concernedhand t

relevant conformity assessment body.

Relevant Recital$/A.
Relevant Annexed/A

Relevant LegislatiomN/A

Article 3

Requirements relating to notified bodies
1. A notified body shall be established unttee national law of a Member State asthallhave legal personality.

2. Notified bodies shall satisfy tlreganisational, quality management, resources and process requirements that

are necessary to fulfil their tasks, as well as suitable cybersecurity requirements.

3. The organisational structure, allocation of responsibilities, reporting lines and operation of notified bodies
shall ensure confidence in thrgperformance and inthe results of the conformity assessment activities that the

notified bodies conduct.

4. Notified bodies shall be independent of the provider of a fiigkh Al system in relation to whi¢hey perform
conformity assessment activities. Notified bodies shall also be independent of any other operator having an
economic interest in highisk Al systemassessed, as well as of any competitors of the provider. This shall not
preclude the use of assesséighrisks Al systems that are necessary for the operations of the conformity

assessment bodyr the use of suchighriskssystems for personadurposes.

5. Neither aconformity assessment body, its té@vel managemenhor the personnel responsible for carrying

out its conformity assessment tasks shall be directly involved in the design, development, marketing or use of
hightrisk Al systemsyor shallthey represent the parties engaged in those activities. They shall not engage in any
activity that mght conflict with their independence of judgement or integrity in relation to conformity

assessment activities for which they are notified. This simaflarticular apply to consultancy services.

6. Notified bodies shall be organised and operated so as to safeguard the independence, objectivity and
impartiality of their activities. Notified bodies shall document and implement a structure and procedures to
safeguard impartiality and to promote and g the principles of impartiality throughout their organisation,

personnel and assessment activities.

7. Notified bodies shall have documented procedures in place ensuring that their personnel, committees,
subsidiaries, subcontractors and any associated body or personnel of external bualigain in accordance
with Article 78 the confidentiality of the information which comes into their possession during the performance

of conformity assessment activities, except whendisclosure is required by law. The staff of notified bodies
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shall be bound to observe professional secrecy with regard to all information obtained in carrying out their tasks
under this Regulation, except in relation to the notifying authorities of the Member State in which their activities

are carried out.

8. Notified bodies shall have procedures for the performance of activities which take due account of the size of

aprovider, the sector in which it operates, its structuendthe degree of complexity of the Al systemncerned

9. Notified bodies shall take out appropriate liability insurance for their conformity assessment activities, unless
liability is assumed by the Member State in which they are established in accordance with national law or that

Member State is itself direlst responsible for the conformity assessment.

10. Notified bodies shall be capable of carrying out alirtkesks under this Regulation with the highest degree
of professional integrity and the requisite competence in the specific field, whether those tasks are carried out

by notified bodies themselves or on their behalf and under their responsibility.

11. Notified bodies shall have sufficient internal competences to be able to effectively evaluate the tasks
conducted by external parties on their behalf. The notified body shall have permanent availability of sufficient
administrative, technical, legal arstientific personnel who possess experience and knowledge relating to the

relevant types ofAl systems, data and data computirandrelatingto the requirements set out ISECTIOR

12. Notified bodies shall participate in coordination activities as referred fxtiicle 38 They shall also take part
directly, or be represented inEuropean standardisation organisations, or ensure that they are aware and up to

date in respect of relevant standards.

Relevant Recitald€:45
Relevant Annexed/A
Relevant LegislatiomN/A

Recitals:

(145) In order to minimise the risks to implementation resulting from lack of knowledge and expertise in the
market as well as to facilitate compliancepwbviders, in particular SMEs, including staypts, and notified bodies

with their obligations under this Regulation, theoktdemand platform, the European Digital Innovation Hubs
and the testing and experimentation facilities established by the Conemiasid the Member States at Union or
national level should contribute to the implementation of this Regulation. Within their respective mission and
fields of competence, the -Ah-demand platform, the European Digital Innovation Hubs and the testing and
experimentation Facilities are able to provide in particular technical and scientific support to providers and

notified bodies
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Article32

Presumption of conformity with requirements relating to notified bodies

Where a conformity assessment body demonstrates its conformity with the criteria laid down in the relevant
harmonised standards or parts theredlie references of which have been published in the Official Journal of
the European Unionit shall be presumed to comply with the requirements set oufiticle 3lin so far as the

applicable harmonised standards cover those requirements.

Relevant Recital$/A.
Relevant AnnexedN/A

Relevant LegislatiomN/A

Article 3

Subsidiaries of notified bodieand subcontracting

1. Where a notified body subcontracts specific tasks connected with the conformity assessment or has recourse
to a subsidiary, it shall ensure that the subcontractor or the subsidiary meets the requirements laid down in

Article 31, and shall inform the notifying authority accordingly.
2. Notified bodies shall take full responsibility for the tasks performed by subcontractors or subsidiaries.

3. Activities may bsubcontracted or carried out by a subsidiary only with the agreement of the provider. Notified

bodies shall make a list of their subsidiaries publicly available.

4. The relevant documents concerning the assessment of the qualifications of the subcontractor or the subsidiary
and the work carried out by them under this Regulation shall be kept at the disposal of the notifying authority

for a period of 5 years from thtermination date of the subcontracting.

Relevant Recitald:26
Relevant AnnexefN/A
Relevant LegislatiomN/A

Recitals:

(126)In order to carry out thirgbarty conformity assessments when so required, notified bodies should be notified
under this Regulation by the national competent authorities, provided that they comply with a set of

requirements, in particular on independenagmpetence, absence of conflicts of interests and suitable
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cybersecurity requirements. Notification of those bodies should be sent by national competent authorities to the
Commission and the other Member States by means of the electronic notification tool developed and managed

by the Commission pursuant to Arti&t@3 of Annex | tDecision No 768/2008/EC

Article 34

Operational obligations of naotified bodies

1. Notified bodies shall verify the conformity of highk Al system in accordance with the conformity assessment

proceduresset outin Article 43

2. Notified bodies shall avoid unnecessary burdens for providers when performing their activities, and take due
account of the size of the provider, the sector in which it operates, its structure and the degrempfexity of

the highrisk Al system concerned, in particular in view of minimising administrative burdens and compliance

costs for micreand small enterprises within the meaningf®fcommendation 2003/361/EThe notified body

shall, nevertheless, respect the degree of rigour and the level of protection required for the compliance of the

high-risk Al system with the requirements of this Regulation.

3. Notified bodies shall make available and submit upon request all relevant documentation, including the
LINE BARSNEQ R20dzYSyidl A2y 3z i 2Ardd2&o ajosv that Budhbrifydo condmdtK 2 NR G &
its assessment, designation, notificatiand monitoring activitiesand to facilitate the assessment outlined in

this Section

Relevant Recitalf/A.
Relevant Annexed/A

Relevant LegislatiolRecommendation 2003/361/EC

Article 35

Identification numbers and lists of notified bodies

1. The Commission shall assigsigleidentification humber toeachnotified bodies, even where a body is

notified undermore than one Union act.

2. The Commission shall make publicly available the list of the bodies notified under this Regulation, including
their identification numbers and the activities for which they have been notified. The Commission shall ensure

that the list is kept up to date.

Relevant Recital/A.

Relevant Annexe$/A
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Relevant LegislatiomN/A

Article 36

Changes to natifications

1. The notifying authority shall notify the Commission and the other Member States of any relevant changes to

the notification of a notified body via the electronic notification tool referred taiticle 3(2).
2. The procedurekid downin Article 29and Article 3 shall apply to extensions of the scope of the natification.

For changes to the notification other than extensions of its scope, the procedures laid down in pardgjaphs

(9) shall apply.

3. Where a notified body decides to cease its conformity assessment actjvitigisall inform the notifying
authority and the providers concerned as soon as posgsitnid in the case of a planned cessatiahleastone

year before ceasing its activities. The certificabéghe notified bodymay remain valid for a period of nine
months after cessation of the notified body's activitiea condition that another notified body has confirmed in
writing that it will assume responsibilities for théghrisksAl systems covered by those certificatébe latter
notified body shall compte a full assessment of the higisk Al systems affected by the end of that rimenth-

period before issuing new certificates for those systems. Where the notified body has ceased its activity, the

notifying authority shall withdraw the designation.

4. Where a notifying authority has sufficient reasons to consider that a notified body no longer meets the
requirements laid down irArticle 3L, or that it is failing to fulfil its obligations, the notifying authority shall
without delay investigate the matter with the utmost diligence. In that context, it shall inform the notified body
concerned about the objections raised and give it the padkiyiio make its views known. If the notifying
authority comes to the conclusion that the notified body no longer meets the requirements laid down in Article
Article 3L or that it is failing to fulfil its obligations, it shall restrict, suspend or withdthes designationas
appropriate, depending on the seriousness of the failure to meet those requirements or fulfil those obligations.

It shall immediately inform the Commission and the other Member States accordingly.

5. Where its designation has been suspended, restricted, or fully or partially withdrawn, the notified body shall

inform the providers concernedvithin 10 days.

6. In the event othe restriction, suspension or withdrawal ofdesigration, the notifying authority shall take
appropriate steps to ensure that the files of the notified body concerned are, lagptto make them available

to notifying authorities in other Member States and to market surveillance authorities at their request.
7. In the event of restriction, suspension or withdrawal of a designation, the notifying authority shall:
(a) assess the impact on the certificates issued by the notified body;

(b) submit a report on its findings to the Commission and the other Member States within three months of having

notified the changes to the natification;
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(c) require the notified body to suspend or withdraw, within a reasonable period of time determined by the
authority, any certificates which were unduly issy@dorder to ensure theontinuingconformity ofhigh-risks

Al systems on the market;

(d) inform the Commission and the Member States about certifichtesuspension or withdrawaidf which it

has required

(e) provide the national competent authorities of the Member State in which the provider has its registered place
of business with all relevant information about the certificat@swhich it has requiredhe suspension or
withdrawal; that authority shall take the appropriate measures, where necessary, to avoid a potential risk to

health, safety or fundamental rights.

8. With the exception of certificates unduly issued, and whedesigration has been suspended or restricted,

the certificates shall remain valid ane the following circumstances:

(a) the notifying authority has confirmed, within one month of the suspension or restriction, that there is no risk
to health, safety or fundamental rights in relation to certificates affected by the suspension or restriction, and

the notifying authority las outlined a timelindor actions to remedy the suspension or restriction; or

(b) the notifying authority has confirmed that no certificates relevant to the suspension will be issued, amended
or re-issued during the course of the suspension or restriction, and states whether the notified body has the
capability of continuing to motor and remain responsible for existing certificates issued for the period of the
suspension or restrictignn the event that thenotifying authority determines that the notified body does not
have the capability to support existing certificates issuée, providerof the system covered by the certificate
shallconfirm in writing to the national competent authorities of the Member Statevhich it has its registered
place of business, within three months of the suspengomestriction, that another qualified notified body is
temporarily assuming th&unctions of the notified body to monitor and remain responsible for tieetificates

during the period of suspension or restriction.

9. With the exception of certificates unduly issued, and where a designation has been withdrawn, the certificates

shall remain valid for a period of nine months in the following circumstances:

(a) where the national competent authority of the Member State in which the provider diitfterisksAl system
covered by the certificate has its registered place of business has confirmed that there is no risk to health, safety

and fundamental rights associated with th@gh-riskssystemsconcerned and

(b) another notified body has confirmed in writing that it will assume immediate responsibilities for &klose

systems andompletesits assessment withibh2 months of the withdrawal of the designation.

In the circumstances referred to in the first subparagraph, the national competent authority of the Member State
in which the provider of the system covered by the certificate has its place of business may extend the provisional

validity of the certificats foradditionalperiods of three months, which shall not exceE2Zimonthsin total.

The national competent authority or the notified body assuming the functions of the notified body affected by
the change oflesigration shall immediately inform the Commission, the other Member States and the other

notified bodies thereof.
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Relevant Recital$/A.
Relevant Annexef/A

Relevant LegislatiomN/A

Article 37

Challenge to the competence of notified bodies

1. The Commission shall, where necessary, investigate all cases where there are reasons to doubt the
competence of a notified body or the continued fulfilment by a notified body of the requirements laid down in

Article 3L andof its applicable responsibilities.

2. The Notifying authority shall provide the Commission, on request, with all relevant information relating to the

notification or the maintenance of the competence of the notified body concerned.

3. The Commission shall ensure that all sensitive information obtained in the course of its investigations pursuant

to this Article is treated confidentially in accordance wAttticle 78

4. Where the Commission ascertains that a notified body does not meet or no longer meets the requirements
for its natification, it shall inform the notifying Member State accordingly and request it to take the necessary
corrective measures, includiriige suspension or withdrawal of the notification if necessary. Where the Member
State fails to take the necessary corrective measures, the Commission may, by maansipiementing act,
suspend, restrict or withdraw the designation. That implementing actl $leabdopted in accordance with the

examination procedure referred to iArticle 98(2).
RelevantiRecitalsN/A.
Relevant Annexe®/A

Relevant LegislatiomN/A

Article 38

Coordination of notified bodies

1. The Commission shall ensure that, with regard to -higk Al systems, appropriate coordination and
cooperation between notified bodies active in the conformity assessment procedures pursuant to this Regulation

are put in place and properly operatedtime form of a sectoral group of notified bodies.

2. Eachnotifying authority shall ensure that the bodies notified ibyparticipate in the work of groupreferred

to in paragrph 1, directly orthrough designated representatives.

3. The Commission shall provide for the exchange of knowledge and best practices between the Member States'

notifying authorities.
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Relevant Recital$/A.
Relevant Annexef/A

Relevant LegislatiomN/A

Article 39

Conformity assessment bodies of third countries

Conformity assessment bodies established under the law of a third country with which the Union has concluded
an agreement may be authorised to carry out the activities of notifiedies under this Regulation, provided

that they meet the requirementtaid downin Article 3L or they ensure an equivalent level of compliance.

Relevant Recitald:27
Relevant Annexed/A
Relevant LegislatiomN/A

(227) In line witHJnion commitments under the World Trade Organization Agreement on Technical Barriers to
Trade, it is adequate to facilitate the mutual recognition of conformity assessment results produced by competent
conformity assessment bodies, independent of thettawriin which they are established, provided that those
conformity assessment bodies established under the law of a third country meet the applicable requirements of
this Regulation and the Union has concluded an agreement to that extent. In this céime@gmmission should
actively explore possible international instruments for that purpose and in particular pursue the conclusion of

mutual recognition agreements with third countries.

SECTIOSN
Standardsconformity Assessmentertificates, registration

Article 40

Harmonised standardand standardisation deliverables

1. Highrisk Al systemer generalpurpose Al models which are in conformity with harmonised standards or parts
thereof the references of which have been published in the Official Journal of the European Union in accordance
with Regulation (EU) No 1025/20%ball be presumed to be in conformity with the requirements set out in
SECTIOR of this Chapter or, as applicable, with the obligations set out in of Chap®EZTIORandSECTION

3, of this Regulation, to the extent that those standards cover those requirements or obligations.

2. In accordance with Article 10 &egulation (EU) (No) 1025/2Q01the Commission shall issue, without undue

delay, standardisation requests covering all requirements set cBEGTIOR of this Chapter and, as applicable,
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standardisation requests covering obligations set out in Chapt8EZTIORandSECTIOR, of this Regulation.

The standardisation request shall also ask for deliverables on reporting and documentation processes to improve
AladaidsSyaQ NBaz2dz2NOS LISNF 2 NI 10S!IZL ad80Ki $ ¥MQ NBR20A dALII KBy
resources during its lifecycle, and on the eneeffjcient development of genergdurpose Al models. When

preparing a standardisation request, t®mmission shall consult the Board and relevant stakeholders, including

the advisory forum.

When issuing a standardisation request to European standardisation organisations, the Commission shall specify
that standards have to belear,consistent, including with the standards developed in the various sectors for
products covered byhe existing Union harmonisation legislation listedAnnex|, and aiming to ensure that
highrisk Al systems or generplrpose Al models placed on the market or put into service in the Union meet

the relevant requirements or obligations laid down in this Regulation.

The Commission shall request the European standardisation organisations to provide evidence of their best
efforts to fulfil the objectives referred to in the first and the second subparagraph of this paragraph in accordance
with Article 24 ofRegulation (EU) No 1025/2012

3. The participants in the standardisation process shall seek to promote investment and innovation in Al,
including through increasing legal certainty, as well as the competitiveness and growth of the Union market, to
contribute to strengthening global coopaion on standardisation and taking into account existing international
standards in the field of Al that are consistent with Union values, fundamental rights and interests, and to
enhance multistakeholder governance ensuring a balanced representatibinterests and the effective

participation of all relevant stakeholders in accordance with Articles 5, 6, anR&guflation (EU) No 1025/2012

Relevant Recitald:21and 122

Relevant Annexeginnexl|

Relevant LegislatioiRegulation (EU) No 1025/2012

Recitals:

(121) Standardisation should play a key role to provide technical solutions to providers to ensure compliance with
this Regulation, in line with the state of the art, to promote innovation as well as competitiveness and growth in
the single market. Compliancettviharmonised standards as defined in Article 2, point (1)(c), of Regulation (EU)
No 1025/2012 of the European Parliament and of the Council (41), which are normally expected to reflect the
state of the art, should be a means for providers to denratstconformity with the requirements of this
Regulation. A balanced representation of interests involving all relevant stakeholders in the development of
standards, in particular SMEs, consumer organisations and environmental and social stakeholaenslanae

with Articles 5 and 6 of Regulation (EU) No 1025/2012 should therefore be encouraged. In order to facilitate
compliance, the standardisation requests should be issued by the Commission without undue delay. When

preparing the standardisation requeshe Commission should consult the advisory forum and the Board in order
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to collect relevant expertise. However, in the absence of relevant references to harmonised standards, the
Commission should be able to establish, via implementing acts, and after consultation of the advisory forum,
common specifications for certain reqerinents under this Regulation. The common specification should be an
SEOSLIiAZ2Yylf Frtt ol O]l az2fdziazy G2 FlLOAfAGIGS GKS LINE
Regulation, when the standardisation request has not been accepted by dng Bliropean standardisation
organisations, or when the relevant harmonised standards insufficiently address fundamental rights concerns, or

when the harmonised standards do not comply with the request, or when there are delays in the adoption of an
appropriate harmonised standard. Where such a delay in the adoption of a harmonised standard is due to the
technical complexity of that standard, this should be considered by the Commission before contemplating the
establishment of common specifications. Whenveleping common specifications, the Commission is

encouraged to cooperate with international partners and international standardisation bodies.

(122 1t is appropriate that, without prejudice to the use of harmonised standards and common specifications,
providers ofa high-risk Al system that has been trained and tested on data reflecting the specific geographical,
behavioural, contextual or functional setting within which the Al system is intended to be used, should be
presumed tacomplywith the rdevantmeasure provided for under the requirement on data governance set out

in this RegulationWithout prejudice to the requirements related to robustness and accuracy set out in this
Regulation, iraccordancewith Article 54(3) oRegulation (EU) 2019/88high-risk Al systems that have been
certified or for which a statement of conformity has been issued under a cybersecurity scheme pursuant to that
Regulation and the references of which have been published in the Official Journal of the European Uldion sho
be presumed tccomplywith the cybersecurity requirement of this Regulation in so far as the cybersecurity
certificate or statement of conformity or parts thereof cover the cybersecurity requirement of this Regulation This

remains without prejudice to the voluntary nature bat cybersecurity scheme.

Article 41

Common specifications

1. The Commissiomay adopt, implementing acts establishing common specifications for the requirements set
out in SECTION of this Chapter or, as applicable, for the obligations set oBHCTIOR andSECTIOIS of

Chapter V where the following conditions have been fulfilled:

(a) the Commission has requested, pursuant to Article 10(Regfulation (EU) No 1025/2018ne or more
European standardisation organisations to draft a harmonised standard for the requirements SEGUIOR

of thisChapter,or as applicable, for the obligations seitdn SECTIORandSECTIOR of Chapter V, and:
(i) the request has not been accepted by any of the European standardisation organisations; or

(i) the harmonised standards addressing that request are not delivered within the deadline set in accordance
with Article 10(1) oRegulation (EU) No 1025/201@

(iii) the relevant harmonised standards insufficiently address fundamental rights concerns; or
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(iv) the harmonised standards do not comply with the request; and

(b) no reference to harmonised standards covering the requirements referred3&@irlORlof this Chapteror,
as applicable, the obligations referred to SECTIOR andSECTIOIS of Chapter V has been published in the
Official Journal of the European Union in accordance Rigulation (EU) No 1025/2012nd no such reference

is expected to be published within a reasonable period.

When drafting the common specifications, the Commission shall consult the advisory forum referrédtiolen
67.

The implementing acts referred to in the first subparagraph of this paragraph shalidiged in accordance

with the examination procedure referred to #urticle 98(2).

2. Before preparing a draft implementing act, the Commission shall inform the committee referred to in Article
22 of Regulation (EU) No 1025/2012at it considershe conditionslaid downin paragraph Dof this Article to
be fulfilled.

3. Highrisk Al systemsr general purpose Al modelghich are in conformity with the common specifications
referred to in paragraph 1, or parsf those specificationsshall be presumed to be in conformity with the
requirements set out IBECTIOR! of this Chapteror, as applicableto comply with the obligations referred to

in SECTIORIandSECTIOR of Chapter V, to the extent those common specifications cover those requirements

or those
obligations.

4. Where a harmonised standard is adopted by a European standardisation organisation and proposed to the
Commission for the publication of its reference in the Official Journal of the European Union, the Commission
shall assess the harmonised standard incdance withRegulation (EU) No 1025/201%/hen referencdo a
harmonised standard is published in the Official Journal of the European Union, the Commission shdheepeal
implementing acts referred to in paragraph 1, or parts thereof which cover the same requirements set out in
SECTIOR of this Chapter or, as applicable, the same obligations set cBE@TIORandSECTIOR of Chapter

V.

5. Where providers of highsk Al system®r general purpose Al modetio not comply with the common
specifications referred to in paragraph 1, they shall duly justify that they have adopted technical solutions that
meet the requirements referred to iBection 2of this Chapter or, as applicablymply with the obligations set

out in SECTIORandSECTIOR of Chapter V to a level at least equivalent thereto.

6. Whee a Member State considers that a common specification does not entinebt the requirements set
out in SECTIOR or, as applicable, comply with obligations set ouSIECTIOR andSECTION of Chapter V, it
shall inform the Commission thereof with a detailed explanation. The Commission shall assess that information

and, if appropriate, amenthe implementing act establishing the common specification concerned.

Relevant Recitald:21
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Relevant Annexed/A

Relevant LegislatioiRegulation (EU) No 1025/2012

Article 42

Presumption of conformity with certain requirements

1. Highrisk Al systems thathave been trained and tested on data reflecting the specific geographical,
behavioural, contextual or functional setting within which they are intended to be used shall be presumed to

complywith the rdevantrequirementslaid downin Article 1@4).

2. Highrisk Al systems that have been certified or for which a statement of conformity has been issued under a
cybersecurity scheme pursuant Regulation (EU) 2019/8&iInd the references of which have been published

in the Official Journal of the European Union shall be presumeitaplywith the cybersecurity requirements

set out inArticle 150f this Regulation in so far as the cybersecurity certificate or statement of conformity or parts

thereof cover those requirements.

Relevant Recitals:7 and 122
Relevant Annexe§/A

Relevant Legislatiomiegulation (EU) 2019/881

Article 43

Conformity assessment

1. For highrisk Al systems listed in point 1 Ahnex Ill where, in demonstrating the compliance of a higgk Al
system with the requirements set out BECTIOR, the provider has applied harmonised standards referred to
in Article 4Q or, whereapplicable, common specifications referred toAirticle 41, the provider shall opt for one

of the followingconformity assessmergroceduresbased on
(a) the internal control referred to iAnnex Vior

(b) the assessment of the quality management system and assessment of the technical documentation, with the
involvement of a notified body, referred to in
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AnnexVIL

In demonstrating the compliance of a higkk Al system with the requirements set out 8ECTION, the
provider shall follow the conformity assessment procedure set out in
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AnnexVllwhere:

(a)harmonisedstandards referred to in Article 480 not existand common specifications referred toAmticle

41 are not available;
(b) the provider has not applie@r has applied only in padf, the harmonised standard;
(c) the common specifications referred to in point (a) exXisit the provider has not applied them;

(d) one or more of the harmonised standards referred to in point (a) has been published with a restactibn

only on the part of the standard that was restricted;

For the purpose of the conformity assessment procedure referred to in
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Annex VI, the provider may choose any of the notified bodies. However, restibe highrisks Alsystem is
intended to be put into service by law enforcement, immigration or asylum authoutiednioninstitutions,
bodies officesor agencies, the market surveillance authority referred téiticle 74(8) or @), as applicable, shall

act as a notified body.

2. For highrisk Al systems referred to in points 2 to 8 Afinex Il providers shall follow the conformity
assessment procedure based on internal control as referred taninex V| which does not provide for the

involvement of a notified body.
3. For highrisk Al systemsovered by the Union harmonisation legislation listed in Section Anogx|, the
provider shall follow the relevant conformity assessment procedure as required under those legal acts. The

requirements set out irSECTIOR of this Chapter shalipply to those highiisk Al systems and shall be part of
that assessment. Points 4.3., 4.4.5. and the fifth paragraph of point 4.6 of
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AnnexVllshall also apply.

For the purpose of that assessment, notified bodies which have been notified under those legal acts shall be
entitled to control the conformity of the highisk Al systems with theequirements set out irSECTIOIN,
provided that the compliance of those notified bodies with requirements laid dowkrticle 3L(4), 6), (10)and

(12) has been assessed in the context of the notification procedure under those legal acts.

Wherealegal acts listed isection A ofnnex| enablesthe productmanufacturer to opt out from a thirgbarty
conformity assessment, provided that that manufacturer has applied all harmonised standards covering all the
relevant requirements, that manufacturer may use of that option onyhiisalso applied harmonised standards

or, where applicable, common specifications referred toAimicle 41 coveringall requirements set out in

SECTIOR of this Chapter

4. Highrisk Al systems that have already been subject to a conformity assessment procedure shall undergo a
new conformity assessment proceduire the eventof a substantiaimodification, regardless of whether the

modified system is intended to be further distributed or continues to be used by the current deployer.

For highrisk Al systems that continue to learn after being placed on the market or put into service, changes to
the highrisk Al system and its performance that have beengetermined by the provider at the moment of
the initial conformity assessment dnare part of the information contained in the technical documentation

referred to in point 2(f) ofAnnexIV, shall not constitute a substantial modification.

5. The Commission is empowered to adopt delegated acts in accordancésiitte 97 in order to amend
AnnexesAnnex Vand AnnexVIlby updating thermin light of technical progress.
6. The Commission is empowered to adopt delegated actaccordance toArticle 97 in order to amend

paragraphs 1 and @f this Articlein order to subject highiisk Al systems referred to in points 2 to 8Astnex IlI
to the conformity assessment procedure referred to in

114



115



AnnexVllor parts thereof. The Commission shall adopt such delegated acts taking into account the effectiveness
of the conformity assessment procedure based on internal control referred thnimex Vlin preventing or
minimising the risks to health and safety and protection of fundamental rights posed by such syatewsl as

the availability of adequate capacities and resources among notified bodies.

Relevant Recitald:23-125,128and 147

Relevant Annexeginnex| ¢ Section AAnnex IIj AnnexIV, Annex V|
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AnnexVII
Relevant LegislatiomN/A

Recitals:

(123) In order to ensure a high level of trustworthiness of iigk Al systems, those systems should be subject to

a conformity assessment prior tieeir placing on the market or putting into service.

(124) 1t is appropriate that, in order to minimise the burden on operators and avoid any possible duplication, for
high-risk Al systems related to products which are covered by existing Union harmonisation ledisis¢idron

the New Legislative Framework, the compliance of those Al systems with the requirements of this Regulation
should be assessed as part of the conformity assessment aipeadygedfor inthat law. The applicability of the
requirements of this Regulation should thus not affect the i§ipdogic, methodology or general structure of

conformity assessment under the relevahtion harmonisatiomegislation.

(125) Given the complexity of higisk Al systems and the risks that are associated with them, it is important to
develop an adequate conformity assessment procedure forgghAl systems involving notified bodies; so
called third party conformity assement. However, given the current experience of professionaharket
certifiers in the field of product safety and the different nature of risks involved, it is appropriate to limit, at least
in an initial phase of application of this Regulation, thepe of application of thirgharty conformity assessment

for highrisk Al systems other than those related to products. Therefore, the conformity assessment of such
systems should be carried out as a general rule by the provider under its own resppnsiltilitthe only

exception of Al systems intended to be used for biometrics.

(147) It is appropriate that the Commission facilitates, to the extent possible, access to testing and
experimentation facilities to bodies, groups or laboratories established or accredited pursuant to any relevant
Union harmonisation legislation and whiéhfil tasks in the context of conformity assessment of products or
devices covered by that Union harmonisation legislation. This is, in particular, the case as regards expert panels,
expert laboratories and reference laboratories in the field of medieaices pursuant tdRegulations (EU)
2017/745and (EU) 2017/746

Article 44

Certificates

1. Certificates issued by notified bodies in accordance with
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Annex VIl shall be drawrup in a language which can be easily understood by the relevant authorities in the

Member State in which the notified body is established.

2. Certificates shall be valid for the period they indicate, which shall not exceed five years for Al systems covered
by Annex land four years for Al systems coveredAmynex Ill At the requestof the provider, the validity of a
certificate may be extended for further periods, each not exceeding five years for Al systems covered by Annex
I, and four years for Al systems coveredAnnex Il based on a rassessment in accordance with the applicable
conformity assessment procedures. Any supplement to a certificate shall remain pedidded thatthe

certificatewhichit supplements is valid.

3. Where a notified body finds that an Al system no longer meets the requirements setSECHIOR, it shall,

taking account of the principle of proportionality, suspend or withdraw the certificate issued or impose
restrictions on it, unless compliance with those requirements is ensured by appropriate corrective action taken
by the provider of the systa within an appropriate deadline set by the notified body. The notified body shall

give reasons for its decision.

An appeal procedure against decisions of the notified bodies, including on conformity certificates issued, shall be

available.
Relevant Recital/A.

Relevant Annexeginnex IlJ
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AnnexVII

Relevant LegislatiomN/A

Avrticle 45

Information obligations of notified bodies
1. Notified bodies shall inform the notifying authority of the following:

(a) any Union technical documentation assessment certificates, any supplements to those certifindtasy
guality management system approvals issued in accordance with the requirements of
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AnnexVIL

(b) any refusal, restriction, suspension or withdrawal of a Union technical documentation assessment certificate
or a quality management system approval issued in accordance with the requirements of
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AnnexVIl
(c) any circumstances affecting the scope of or conditions for notification;

(d) any request for information which they have received from market surveillance authorities regarding

conformity assessment activities;

(e) on request, conformity assessment activities performed within the scope of their notification and any other

activity performed, including crogsorder activities and subcontracting.
2. Each notified body shall inform the other notified bodies of:

(a) quality management system approvals which it has refused, suspended or withdrawn, and, upon request, of

quality system approvals which it has issued;

(b) EU technical documentation assessment certificates or any supplements thereto which it has refused,
withdrawn, suspended or otherwise restricted, and, upon request, of the certificates and/or supplements

thereto which it has issued.

3. Each notified body shall provide the other notified bodies carrying out similar conformity assessment activities
covering the same typesf Aisystems with relevant information on issues relating to negative and, on request,

positive conformity assessment results.

4. Notified bodies shall safeguattie confidentiality of the information that they obtain, in accordance with

Avrticle 78

Relevant Recital/A.

RelevantAnnexes:
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AnnexVII

Relevant LegislatiomN/A

Article &6

Derogation from conformity assessment procedure

1. By way of derogation frorrticle 43and upon a duly justified request, any market surveillance authority may
authorise the placing on the market or putting into service of specific-hghAl systems within the territory of

the Member State concerned, for exceptional reasons of publicrigaor the protection of life and health of
persons, environmental protectioror the protection of key industrial and infrastructural assets. That
authorisation shall be for a limited period while the necessary conforamtyessment procedures are being
carried out, taking into account the exceptional reasons justifying the derogation. The completion of those

procedures shall be undertaken without undue delay.

2. In a duly justified situation of urgency for exceptional reasons of public security or in case of specific,
substantial and imminent threat to the life or physical safety of natural personsetdarcementauthorities or

civil protection authorities may put a specific highk Al system into service without the authorisation referred

to in paragraph lprovided that such authorisation is requested during or after the use without undue délay
authorisationreferred to in paragraph 1s refused, the use of the highrisks Al system shall be stoppedth

immediate effect and all the results and outputbsuchuse shall be immediately discarded.

3. The authorisation referred to in paragraph 1 shall be issued only if the market surveillance authority concludes
that the highrisk Al system complies with the requirementsSECTIOR. The market surveillance authority

shall inform the Commission and the other Member States of any authorisation issued pursuant to paragraph 1
and 2 This obligation shall not cover sensitive operational data in relation to the activities -@nfarcement

authorities.

4. Where, within 15 calendar days of receipt of the information referred to in paragdapb objection has been
raised by either a Member State or the Commission in respect of an authorisation issued by a market surveillance

authority of a Member State in accordance with paragraph 1, that authorisation shall be deemed justified.

5. Where, within 15 calendar days of receipt of the notification referred to in paragdaphjections are raised

by a Member State against an authorisation issued by a market surveillance authority of another Member State,
or where the Commission considers the authorisation to be contrary to Union law or the conclusion of the
Member States regrding the compliance of the system as referred to in paragraph be unfounded, the
Commission shallwithout delay, enter into consultation with the relevant Meber State The operatos
concerned shall be consulted and have the possibility to present their vielaging regard theretothe
Commission shall decide whether the authorisation is justified. The Commission shall address its decision to the

Member State concerned and therelevant operators.

6. Where the Commission considetbe authorization unjustified, it shall be withdrawn by the market

surveillance authority of the Member State concerned.
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7. For highrisk Al systems related to products covered by Union harmonisation legislstied inSection Aof
Annex |, only the derogatioa from the conformityassessmentestablished in thatUnion harmonisation

legislation shall apply.

Relevant Recital€:30
Relevant Annexeginnex|
Relevant LegislatiomN/A

Recitals:

(130) Under certain conditions, rapid availability of innovative technologies may be crucial for health and safety
of persons, the protection of the environment and climate changdarsbcietyas a whole. It is thus appropriate

that under exceptional reasons of public security or protection of life and health of natural persons, environmental
protection and the protection of key industrial and infrastructural assatgket surveillanceauthorities could
authorise the placing on the market ¢me putting into service of Al systems which have not undergone a
conformity assessment. In a duly justified situatioas providedfor in this Regulation, law enforcement
authorities or civil protection authorities may put a specific higk Al system into service without the
authorisation of the market surveillance authority, provided that such authorisation is requested during or after

the usewithout undue delay.

Article &

EU declaration of conformity

1. The provider shall draw up a written machine readable, physical or electronically signed EU declaration of
conformity for each highisk Al system and keep it at the disposal of the national competent authorities for 10
years after the Al highisk sysem has been placed on the market or put into service. The EU declaration of
conformity shall identify the highisk Al system for which it has been drawn up.A copy of the EU declaration of

conformity shall be submitted to the relevant national competentharities upon request.

2. The EU declaration of conformity shall state that the hiigk Al systentoncernedmeets the requirements
set out INSECTIORL The EU declaration of conformity shall contain the information set o&nirexV and shall
be translated into a language that can be easily understood by the national competent authorities of the Member

States in which the higtisk Al system is placed on the market or made available.

3. Where higkrisk Al systems are subject to other Union harmonisation legislation which also requires an EU
declaration of conformity, a single EU declaration of conformity shall be drawn up in respect of all &imion |
applicable to the highiisk Al system. The declaration shall contain all the information requéedentify the

Union harmonisation legislation to which the declaration relates.
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4. By drawing up the EU declaration of conformity, the provider shall assume responsibility for compliance with
the requirements set out ISECTIOR. The provider shall keep the EU declaration of conformityaigate as

appropriate.

5. The Commissids empowered to adopt delegated acts in accordance Witticle 97in order to amendAnnex
V by updating the content of the EU declaration of conformity set out in that Annex, in order to introduce

elements that become necessary in light of technical progress.

Relevant Recitald:26, 127, 128
Relevant AnnexeginnexV
Relevant LegislatiomN/A

Recitals:

(126) In order to carry outhird-party conformity assessments when so required, notified bodies should be notified
under this Regulation by the national competent authorities, provitteat they comply with a set of
requirements,in particular on independence, competencepsence of conflicts of interests and suitable
cybersecurity requirements. Notification of those bodies should be sent by national competent authorities to the
Commission and the other Member States by means of the electronic notification tool develdpadrzamged

by the Commission pursuant to Article R22nnex ko DecisionNo 768/2008EC

Article 8
CE marking

1. The CE marking shall be subject to the general principles set out in Articl&8gwétion (EC) No 765/2008

2. For highrisk Al systems provided digitally, a digital CE marking shakdx only if it can be easily accessed
via the interface from which #asystem is accessed or via an easily accessible maradable code or other

electronic means.

3. The CE marking shall be affixed visibly, legibly and indelibly feribighl systems. Where that is not possible
or not warranted on account of the nature of the higk Al system, it shall be affixed to the packaging or to the

accompanying documeation, as appropriate.

4. Where applicable, the CE marking shall be followed by the identification number of the notified body
responsible for the conformity assessment procedures set otrtitle 43 The identification number of the

notified body shall be affixed by the body itself or, under its instructions, by the provider trellyIN2 @A RS N &
authorised representative. The identification number shall also be indicated in any promotional material which

mentions that the higkrisk Al system fulfils the requirements for CE marking.
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5. Where highrisk Al systems are subject to other Union law which also provides for the affixing of the CE

marking, the CE marking shall indicate that the higk Al system also fulfil the requirements of that other law.

Relevant Recitald:29
Relevant AnnexedN/A

Relevant Legislatioiegulation (EC) No 765/2008

Recitals:

(129) Highrisk Al systems should bear the CE marking to indicate their conformity with this Regulation so that
they can move freely within the internal market. For hitgk Al systems embedded in a product, a physical CE
marking should be affixed, and may bemplemented by a digital CE marking. For kigh Al systems only
provided digitally, a digital CE marking should be used. Member States should not create unjustified obstacles to
the placing on the market or putting into service of higtk Al syems that comply with the requirements laid

down in this Regulation and bear the CE marking.

Article49

Registration

1. Before placing on the market or putting into service a higk Al system listed ilnnex Il with the exception

of highrisk Al systems referred tm point 2 of Annex lll, the provider or, where applicable, the authorised
representative shall register themselves and their system in the EU database referrefirtla? 1.

2. Before placing on the market or putting into service an Al system for which the provider has concluded that it
is not highriskaccording toArticle §3), that provider or, where applicable, the authorised representative shall
register themselves and that system in the EU database referredAdticie 71.

3. Before putting into service or using a higsk Al system listed iAnnex 1l with the exception of highisk Al
systems listedh point 2 ofAnnex Il deployerghat arepublic authoritiesUnion institutions offices oragencies

or persons acting on their behalf shall register themselves, select the system and register its use in the EU
database referred to ir\rticle 71.

4. For highrisk Al systems referred ia points 1, 6 and of Annex Illin the areas of law enforcement, migration,
asylum and border control management, the registration referred to in paragraphs 1, 2 and 3 of this Article shall
be in a secure nopublic section of the EU database referred tdAiticle 71 and shall include only the following
information, as applicable, referred to in:

(a) section A, points 1 to 10, Ahnex Vlllwith the exception of points 6, 8 and 9;

(b) Section B, points 1 to 5, and points 8 and 8mfiex VIi|

(c) section C, points 1 to 3, Ahnex VIiI

(d) points 1, 2, 3 and 5, énnex IX
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Only the Commission and national authorities referred tcAmticle 74(8) shall have access to thespective
restricted sections of the EU databdssted in the firstsubparagraph of this paragraph.

5. High risk Al systems referred ito point 2of Annex Il shall be registered at national level.

Relevant Recital4:31
Relevant Annexeginnex Il Annex VIllandAnnex IX
Relevant LegislatiomN/A

Recitals:

(131) In order to facilitate the work of the Commission and the Member States Al tiedd as well as to increase

the transparency towards the public, providers of higk Al systems other than those related to products falling
within the scope of relevant existing Union harmonisation legislation, as well as providers who considar that

Al systemlisted to inthe high-risk use cases in an Annex to this Regulai®not highrisk on the basis of a
derogation should be required to register themselves and information about their Al system in a EU database, to
be established and managed by the Commission. Before usibsystem listeth the highrisk use caseis an
Annexto this Regulationdeployers of highisk Al systems that are public authorities, agencies or bodiesldsh
register themselves in such database and select the system that they envisage@theseleployers should be
entitled to do so voluntarily. This section of th&ldatabase should be publicly accessible, free of charge, the
information should be easihavigable understandable and machifreadable. The database should also be user
friendly, for example by providing search functionalities, including through keywords, allowing the general public
to find relevant informatiorto be submitted uporthe registrationhigh-risk Al systemand on the use casef
high-risk Al systems, set out in an Annexhis Regulation, to which the higisk Al systemsorrespond. Any
substantial modification of highisk Al systems should also be registered in the EU databaskighaisk Al
systems in the area of law enforcement, migration, asylum and border control management, the registration
obligations should be fulfilled in a secure faublic section of th&Udatabase. Access to the secure fpublic

section should be strictly limited to the Commission as well as to market surveillance authorities with regard to
their national section of that database. High risk Al systems in the area of critical infrastrabturkel only be
registered at national level. The Commission should be the controller of the EU database, in accordance with
Regulation (EU) 2018/1725n order to ensure the full functionality of tl&J)database, when deployed, the
procedure for setting the database should include the elaboration of functional specifications by the Commission
and an independent audit report. The Commission should take into account cyberseksitiren carrying out

its tasks as data controller on the EU database. In order to maximise the availability and use of the database by
the public, theEU database, including the information made available through it, should comply with

requirements under thBirective(EU)2019/882
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Key Points

Irrespective of the level afisk of the Al system, Al systems that interact with people or generate content may

pose risks of deception, requiring that the providers or deployers of such systems comply with specific

transparency obligations. The information mentioned above shouldlear, distinguishable, and provided at

the first interaction or exposure, adhering to accessibility requirements:

a)

b)

c)

d)

Interaction with Al SystemsProviders must design Al systems that interact with people to inform them
they are engaging with an Al, unless it is obvious to an informed and observant person. Exceptions

include Al systems used for law enforcement with appropriate safeguards.

Synthetic Content:Providers of Al systems that create synthetic audio, images, videos, or text must
mark outputs as artificially generated or manipulated in a maché@slable format. This is to ensure
detectability, except for systems used for standard editing, minorafiens, or law enforcement. The

Al Office will promote codes of practice for detecting daloellingartificially generated content, with

the Commission having the power to approve or specify common rules for implementation.

Emotion and Biometric RecognitionDeployers of permitted emotion recognition or biometric
categorization systems must inform individuals of the system's operation and comply with data

protection regulations. Law enforcement uses are exempt with appropriate safeguards.

Deep Fakes DisclosurBeployers must disclose when content is a deep fake, except for authorized law
enforcement use or when part of artistic, satirical, or fictional works, provided there is a disclosure that
doesn't detract from the enjoyment of the work. Similar rules apgphAFgenerated text intended for

public information.



CHAPTER IV

TRANSPARENCY OBLIGATIONPRORIDERSAND DEPLOYERS OF CERTAIN
Al SYSTEMS

Article50

Transparency obligation®r providers and deployers of certain Al systems

1.Providers shall ensure that Al systems intended to interact directly with natural persons are designed and
developed in such a way that the natural persons concerned are informed that they are interacting with an Al
system, unless this is obvious frometipoint of view of a natural person who is reasonably svétrmed,
observant and circumspect, taking into account the circumstances and the context of use. This obligation shall
not apply to Al systems authorised by law to detect, prevent, investigapeasecute criminal offences, subject

to appropriate safeguards for the rights and freedoms of third parties, unless those systems are available for the

public to report a criminal offence.

2.Providers of Al systems, including gengnadpose Al systems, generating synthetic audio, image, video or text
content, shall ensure that the outputs of the Al system are marked in a mackatable format and detectable

as artificially generated or mm@pulated. Providers shall ensure their technical solutions are effective,
interoperable, robust and reliable as far as this is technically feasible, taking into account the specificities and
limitations of various types of content, the costs of implemeiuta and the generally acknowledged state of the

art, as may be reflected in relevant technical standards. This obligation shall not apply to the extent the Al
systems perform an assistive function for standard editing or do not substantially alter thedafa provided

by the deployer or the semantics thereof, or where authorised by law to detect, prevent, investigate or prosecute

criminal offences.

3.Deployers of an emotion recognition system or a biometric categorisation system shall inform the natural
persons exposed thereto of the operation of the system, and shall process the personal data in accordance with
Regulations (EU) 2016/679 and (EU)&0I25 and Directive (EU) 2016/680, as applicable. This obligation shall
not apply to Al systems used for biometric categorisation and emotion recognition, which are permitted by law
to detect, prevent or investigate criminal offences, subject to appraersafeguards for the rights and freedoms

of third parties, and in accordance with Union law.

4.Deployers of an Al system that generates or manipulates image, audio or video content constituting a deep
fake, shall disclose that the content has been artificially generated or manipulated. This obligation shall not apply
where the use is authorised Hgw to detect, prevent, investigate or prosecute criminal offence. Where the
content forms part of an evidently artistic, creative, satirical, fictional or analogous work or programme, the
transparency obligations set out in this paragraph are limitedisalosure of the existence of such generated or

manipulated content in an appropriate manner that does not hamper the display or enjoyment of the work.

Deployers of an Al system that generates or manipulates text which is published with the purpose of informing
the public on matters of public interest shall disclose that the text has been artificially generated or manipulated.

This obligation shall not gy where the use is authorised by law to detect, prevent, investigate or prosecute
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criminal offences or where the Ajenerated content has undergone a process of human review or editorial

control and where a natural or legal person holds editorial responsibility for the publication of the content.

5.The information referred to in paragraphs 1 to 4 shall be provided to the natural persons concerned in a clear
and distinguishable manner at the latest at the time of the first interaction or exposure. The information shall

conform to the applicable acssibility requirements.

6.Paragraphs 1 to 4 shall not affect the requirements and obligations set QHAPTER, lind shall be without

prejudice to other transparency obligations laid down in Union or national law for deployers of Al systems.

7.The Al Office shall encourage and facilitate the drawing up of codes of practice at Union level to facilitate the
effective implementation of the obligations regarding the detection and labelling of artificially generated or
manipulated content. The Comigsion may adopt implementing acts to approve those codes of practice in
accordance with the procedure laid downAmticle 55(6). If it deems the code is not adequate, the Commission
may adopt an implementing act specifying common rules for the implementation of those obligations in

accordance with the examination procedure laid dowr\iticle 98(2).

Relevant Recitald:01, 132- 137
Relevant Annexed/A

Relevant Legislatioiegulations (EU) 2016/6/Regulation EU) 2018/172%nd Directive (EU) 2016/680

Recitals:

(101) Providers of generglurpose Al models have a particular role and responsihilityg the Al value chain,

as the models they provide may form the basis for a range of downstream systems, often provided by downstream
providers that necessitate a good understanding of the models and their capabilities, both to enable the
integration of suchmodels into their products, and to fulfil their obligations under this or other regulations.
Therefore, proportionate transparency measures shoulthidedown including the drawing up and keeping up

to date of documentation, and the provision of inforrieat on the general purpose Al model for its usage by the
downstream providers. Technical documentation should be prepared and kept up to date by the-geiperse

Al model provider for the purpose of making it available, upon request, to the Al Office and the national
competent authorities. The minimal set of elemetat$e includedn such documentation should Iset out in

specific annexes to this Regulatidine Commission should bajgoweredto amend tlose annexedy means of

delegated actsn light of the evolving technological developments.

(132) Certain Al systems intended to interact with natural persons or to generate content may pose specific risks
of impersonation or deception irrespective of whether they qualify asiigglor not. In certain circumstances,

the use of these systems shothérefore be subject to specific transparency obligations without prejudice to the
requirements and obligations for higisk Al systems and subject to targeted exceptions to take into account the
special need of law enforcement. In particular, naty@isons should be notified that they are interacting with

an Al system, unless this is obvious from the point of view of a natural person who is reason&bfpnwvedt,
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observant and circumspect taking into account the circumstances and the context of use. When implementing
that obligation, the characteristics aftural person®elonging to vulnerable groups due to their age or disability
should be taken into account to the extent the Al system is intended to interact with those groups as well.
Moreover, natural persons should be notified when they are exposéd dgstems that, by processing their
biometric data, can identify or infer the emotions or intentions of thpsesons or assign them tspecific
categories. Such specific categories can relate to aspects such as sex, age, hair colour, eye colour, tattoos,
personal traits, ethnic origin, personal preferences and interests. Such information and notifications should be

provided in accessibfermats for persons with disabilities.

(133) A variety of Al systems can generate large quantities of synthetic content that becomes increasingly hard
for humans to distinguish from humagenerated and authentic content. The wide availability and increasing
capabilities of those systems have a #igant impact on the integrity and trust in the information ecosystem,
raising new risks of misinformation and manipulation at scale, fraud, impersonation and consumer deception. In
the light of those impacts, the fast technological pace and the rieedew methods and techniques to trace
origin of information, it is appropriate to require providers of those systems to embed technical solutions that
enable marking in a machine readable format and detection that the output has been generated or ataxdipul

by an Al system and not a human. Such techniques and methods should be sufficiently reliable, interoperable,
effective and robust as far as this is technically feasible, taking into account available techniques or a combination
of such techniques, si@as watermarks, metadata identifications, cryptographic methods for proving provenance
and authenticity of content, logging methods, fingerprints or other techniques, as may be appropriate. When
implementing this obligation, providers should also take iatcount the specificities and the limitations of the
different types of content and the relevant technological and market developments in the field, as reflected in the
generally acknowledged statd the art. Such techniques and methods can be impleettat the level of thél

system or at the level of thé&l model, including genergdurpose Al models generating content, thereby
facilitating fulfilment of this obligation by the downstream provider of the Al system. To remain proportionate, it
is appropriate to envisage that this marking obligation should natecAl systems performing primarily an
assistive function for standard editing or Al systems not substantially altering the input data provided by the

deployer or the semantics thereof.

(134) Further to the technical solutions employed by the providers oAtlsgstem, deployers , who use an Al

system to generate or manipulate image, audio or video content that appreciably resembles existing persons,
places or events and would falsely appear to a person to be autlemtichful 6 WRSSLI T 1 Sa4Q0 > &K?2dz
and distinguishably disclose that the content has been atrtificially created or manipulated by labelliab the

output accordingly and disclosing its artificial origdompliance with this transparency obligation should not be

interpreted as indicating that the use of tiAé system or its output impedes the right to freedom of expression

and the right to freedom of the arts and sciences guaranteed in the Charter, in particular where the content is

part of an evidently creative, satirical, artistfictional or analogousvork or programme, subject to appropriate

safeguards for the rights and freedoms of third parties. In those cases, the transparency obligation for deep fakes

sé out in this Regulation is limited to disclosure of the existence of such generated or manipulated content in an

appropriate manner that does not hamper the display or enjoyment of the work, including its normal exploitation
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and use, while maintaining the utility and quality of the work. In addition, it is also appropriate to envisage a
similar disclosure obligation in relation to-@¢nerated or manipulated text to the extent it is published with the
purpose of informing th@ublic on matters of public interest unless theg@herated content has undergone a
process of human review or editorial control and a natural or legal person holds editorial responsibility for the

publication of the content.

(135 Without prejudice to the mandatory nature and full applicability of the transparency obligations, the
Commission may also encourage and facilitate the drawing up of codes of practice at Union level to facilitate the
effective implementation of the obligaims regarding the detection and labelling of artificially generated or
manipulated content, including to support practical arrangements for making, as appropriate, the detection
mechanisms accessible and facilitating cooperation with other actonsgalbe value chain, disseminating
content or checking its authenticity and provenance to enable the public to effectively distinggehesdted

content.

(136) The obligations placed on providers and deployers of certain Al systems in this Regulation to enable the
detection and disclosure that the outputs of those systems are artificially generated or manipulated are
particularly relevant to facilitate the efétive implementation oRegulation (EU) 2022/206F his applies in
particular as regards the obligations of providers of very large online platforms or very large online search engines
to identify and mitigate systemic risks that may arise from the dissemination of content that has been artificially
genaated or manipulated, in particulathe risk of the actual or foreseeable negative effects on democratic
processes, civic discourse and electoral processes, including through disinformation. The requirement to label
content generated by Al systems under this Regulation is without prejudice tbtigation in Article 16(6) of

RegqulatiofEUY022/2065for providers of hosting services to process notices on illegal content received pursuant

to Article 16(1) and should not influence the assessment and the decision on the illegality of the specific content.

That assessment should be performed solely wtérence to the rules governing the legality of the content.

(137) The compliance with the transparency obligations for the Al systemseddwethis Regulation should not
be interpreted as indicating that the use of tAésystem or its output is lawful under this Regulation or other
Union and Member State law and should be without prejudice to other transparency obligations for deployers of

Al systems laid down in Union or national law.
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Key Points

The Regulation includes specific provisions for Gerreugbose Al (GPAI) model providers:

1) Classification of GPAI Models with Systemic Risk:

GPAI models with systemic risks are considered the Gfdkels with (i) high impact capabilities based on

technical tools, indicators, and benchmarks; (ii) designated by the Commission; (iii) presumption of high impact

if computational training exceeds 10”25 floating point operations. Providers must notifgdhemission within

two weeks if their Al model meets systemic risk conditions, while the Commission can designate a model as

having systemic risk ex officio or following an al&@mmission can designate a model as having systemic risk ex

officio or following an alert.

2) Obligations for GPAI model providers must:

a)
b)

c)
d)

e)

9)

h)

Maintain technical documentation and evaluation results.

Provide information to Al system providers for integration and compliance.
Comply with copyright law and identify reservations of rights.

Publish a summary of sources used for training content.

Exceptions to these obligations apply to models released under free andsmene licenses, except

those with systemic risks.
Providers may demonstrate compliance through codes of practice or harmonized standards.

Providers of genergburpose Al models with systemic risk must maintain technical documentation,
conduct risk assessments, report serious incidents, and ensure cybersecurity. Compliance can be

demonstrated through adhering to codes of practice or harmashigndards.

Third-country providers must appoint an authorized representative within the EU to perform tasks

related to compliance.

3) Additional obligations for GPAI model providers with systemic risk:

a)
b)
c)
d)

e)

Perform stateof-the-art model evaluations and adversarial testing.
Assess and mitigate systemic risks at the Union level.

Document and report serious incidents and corrective measures.
Ensure adequate cybersecurity protection.

Compliance can be demonstrated through codes of practice or harmonized standards.

4) Codes of Practice:

The Al Office will develop with active stakeholder involvement codes of practice for GPAI models to aid

compliance, by May 2025.



CHAPTER
GENERAL PURPOSE Al MODELS

SECTION

Classification rules

Article 81
Classification of genergburpose Al models ageneratpurposeAl models with systemic risk
1. A generapurpose Al modeshall be classifieds generapurpose Al model with systemic risk if it meets any

of the following onditions

(a) it has highimpact capabilities evaluated on the basis of appropriate technical tools and methodologies,

including indicators and benchmarks;

(b) based on a decision of the Commission, ex officio or following a qualifiedratarthe scientific panglit has

capabilities oanimpact equivalent to thosset outin point (a) having regard to the criteria set oirt Annex Xl

2. A generapurpose Al model shall be presumed to have high impact capabilities pursuaatagraph 1point
(@), when the cumulative amount of compation used for its training measured in floating point operatiogs

greater than 10°25.

3. The Commission shall adopt delegated acts in accordancértithe 97 to amend the thresholds listed in the
paragraphsl and 2 of this Articleas well as to supplement benchmarks and indicators in light of evolving
technological developments, such as algorithmic improvements or increased hardware efficiency, when

necessary, for these thresholds to reflect the state of the art.

Relevant Recital4:10 and 111
Relevant LegislatiomN/A
Relevant Annexed/A

Recitals:

(110 Generapurpose Al models could pose systemic risks which include, but are not limited to, any actual or
reasonably foreseeable negative effects in relation to major accidents, disruptions of critical sectors and serious
consequences to public health asaffety; any actual or reasonably foreseeable negative effects on democratic
processes, public and economic security; the dissemination of illegal, false, or discriminatory content. Systemic
risks should be understood to increase with model capabilitidsreodel reach, can arise along the entire lifecycle

of the model, and are influenced by conditions of misuse, model reliability, model fairness and model security, the
level of autonomy of the model, its access to tools, novel or combined modalitiesereled distribution
strategies, the potential to remove guardrails and other factors. In particular, international approaches have so

far identified the need to pay attention to risks from potential intentional misuse or unintended issues of control
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relating to alignment with human intent; chemical, biological, radiological, and nuclear risks, such as the ways in
which barriers to entry can be lowered, including for weapons development, design acquisition, or use; offensive
cyber capabilities, such & ways in vulnerability discovery, exploitation, or operational use can be enabled; the
effects of interaction and tool use, including for example the capacity to control physical systems and interfere
with critical infrastructure; risks from models¥f- { Ay 3 O02LJASa 2F (KSYaSt @Sa 2N Wac
models; the ways in which models can give rise to harmful bias and discrimination with risks to individuals,
communities or societies; the facilitation of disinformation or harming privattythreats to democratic values

and human rights; risk that a particular event could lead to a chain reaction with considerable negative effects
that could affect up to an entire city, an entire domain activity or an entire community.

(111) It is appropriate to establish a methodology for the classification of gepernabse Al models as general
purpose Al model with systemic risks. Since systemic risks result from particularly high capabilities, a general
purpose Al model should bensidered to present systemic risks if it has Higpact capabilities, evaluated on

the basis of appropriate technical tools and methodologies, or significant impact on the internal market due to
its reach. Highmpact capabilities in generglurpose Al mdels means capabilities that match or exceed the
capabilities recorded in the most advanced genprapose Al models. The full range of capabilities in a model
could be better understood after its placing on the market or when deployers interact with the model. According
to the state of the art at the time of entry into force of this Regulation, theutative amount of computation

used for the training of the generplirpose Al model measured in floating point operations is one of the relevant
approximations for model capabilities. The cumulative amount of computation used for training includes the
computation used across the activities and methods that are intended to enhance the capabilities of the model
prior to deployment, such as pteaining, synthetic data generation and finetuning. Therefore, an initial threshold

of floating point operations shadd be set, which, if met by a genegairpose Al model, leads to a presumption

that the model is a genergdurpose Al model with systemic risks. This threshold should be adjusted over time to
reflect technological and industrial changes, such as algoritlimprovements or increased hardware efficiency,

and should be supplemented with benchmarks and indicators for model capability.

To inform this, the Al Office should engage with the scientific community, industry, civil society and other experts.
Thresholds, as well as tools and benchmarks for the assessment éafmipigitt capabilities, should be strong
predictors of generality, itsapabilities and associated systemic risk of gerpuapose Al models, and could take

into account the way the model will be placed on the market or the number of users it may affect. To complement
this system, there should be a possibility for the Casioin to take individual decisions designating a genreral
purpose Al model asgeneralpurposeAl model with systemic risk if it is found that such model has capabilities

or an impact equivalent to those captured by the set threshold. That decision should be taken on the basis of an
overall assessment of the criteria for the designation of a géfmngose Al model with systemic risk set out in

an annex to this Regulation, such as quality or size of the training data set, number of business and end users, its
input and output modalities, its level of autonomy and scalability, or the tools it hassatweUpon a reasoned
request of a provider whose model has been designated as a ggnepaise Al model with systemic risk, the
Commission should take the request into account and may decide to reassess whether thepyepesal Al

model can still be considered to present systemic risks.

144



Article 52

Procedure
1. Where a genergburpose Al model meets theondition referred to inArticle 51(1), point (a),the relevant
provider shall notify the Commission without delay and in any event withinweeks after ttat requirementis
met or it becomes known thait will be met. That notification shall include theformation necessary to
demonstrate that the relevant requiremertias been met. If the Commission becomes aware ajemerat
purposeAl model presenting systemic risks of which it has not been notified, it may decide to designate it as a
model with systemic risk.
2. The provider of a generpurpose Al model that meets theonditions referred to inArticle 5L (1), point (a),
may present, with its notification, sufficiently substantiated arguments to demonstrate that, exceptionally,
although it meets tht requirements, thegeneralpurpose Al model does not present, due to its specific
characteristics, systemic risks and therefore should not be classifeedeageratpurpose Al model with systemic
risk.
3. Where the Commission concludes that the arguments submitted pursuant to paragraph 2 are not sufficiently
substantiated and the relevant provider was not able to demonstrate thatgieeralpurposeAl model does
not present, due to its specific characteristics, systemic risks, it shall reject those arguments and the general
purpose Al model shall be consideredbe ageneratpurposeAl model with systemic risk.
4. The Commission may designatgemeratpurposeAl model as presenting systemic risks, ex officio or following
a qualified alert of the scientific panel pursuant toAuticle 90(1), point(a), on the basis afriteria set out in
Annex XIII.
The Commissiois empowered toadopt delegated acts in accordance waitticle 97in order to amendAnnex
Xlliby specifying and updating the criteria set out in that Annex.
5.Upon a reasoned request of a provider whose model has been designated as a-gemposie Al model with
systemic risk pursuant to paragraph 4, the Commission shall take the request into account and may decide to
reassess whether the genefalirpose Al modl can still be considered to present systemic risks on the basis of
the criteria set out irAnnexXIll Sucharequest shall contain objectivdgetailedand new reasons that have arisen
since the designation decision. Providers may request reassessment at the earliest six months after the
designation decision. Where the Commission, following its reassessment, decides to maintain the designation as
generatpurpose Al model with systemic risk, providers may request reassessment at the earliest six months after
that decision.
6. The Commission shall ensure that a list of gerguapose Al models with systemic risk is published and shall
keep that list up to date, without prejudice to the need dbserveand protect intellectual property rights and

confidential business information or trade secrets in accordance with Union and national law.

Relevant Recitald:12and 113
Relevant AnnexeginnexxXll|

Relevant LegislatiomN/A
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Recitals:

(112 1t is also necessary to clarify a procedure for the classificatiog@fi@alpurposeAl model with systemic

risks. AgeneralpurposeAl model that meets the applicable threshold for higipact capabilities should be
presumed to be generatpurposeAl models with systemic risk. The provider should notify the Al Office at the
latest two weeks after the requirements are met or it becomes known thgaharatpurposeAl model will meet

the requirements that lead to the presumption. This is especially relevant in relation to the threffioéding

point operationsbecause training of generplurpose Al models takes considerable planning which includes the
upfront allocation of compute resources and, therefore, providers of general purpose Al models are able to know
if their model would meet the threshold before the training is completed.drctimtext of thkat notification, the
provider should be able to demonstrate thhecause of its specific characteristics, a gerpuapose Al model
exceptionally does not present systemic risks, and that it thus should not be classifigéreratpurposeAl

model with systemic risks. d@hinformation is valuable for the Al Office to anticipate the placing on the market

of generalpurpose Al models with systemic risks and the providers can start to engage with the Al Office early
on. That informationis especially important with regard to genefalrpose Al models that are planned to be
released as opesource, given that, after opesource model release, necessary measures to ensure compliance
with the obligations under this Regulation may be more difficult to implement.

(113 If the Commission becomes aware of the fact that a genqmrrgdose Al model meets the requirements to
classify as a generglurpose model with systemic risk, which previously had either not been known or of which
the relevant provider has failed to ngtithe Commission, the Commission should be empowered to designate it
so. A system of qualified alerts should ensure that the Al Office is made aware by the scientific panel ef general
purpose Al models that should possibly be classified as ggnef@dseAl models with systemic risk, in addition

to the monitoring activities of the Al Office.
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SECTIORI

Obligations for providers of genergburpose Al models

Article 8

Obligations for providers ofjeneralpurpose Al models
1.Providers of genergdurpose Al models shall:
(a)draw up and keep upo-date the technical documentation of the model, including its training and testing
process and the results of its evaluation, which shall contain, at a minimum, the information setAnnarXI|
for the purpose of providing it, upon request, to the Al Office and the national competent authorities;
(b)draw up, keep ufio-date and make available information and documentation to providers of Al systems who
intend to integrate the genergburpose Al model into their Al systems. Without prejudice to the need to observe
and protect intellectual property righ and confidential business information or trade secrets in accordance with
Union and national law, the information and documentation shall:
(i) enable providers of Al systems to have a good understanding of the capabilities and limitations of the-general
purpose Al model and to comply with their obligations pursuant to this Regulation; and
(i) contain, at a minimum, the elements set out in Annex XII;
(c)put in place a policy to comply with Union law on copyright and related rights, and in particular to identify
and comply with, including through statd-the-art technologies, a reservation of rights expressed pursuant to
Article 4(3) of Directive (EU) 28/790;
(d) draw up and make publicly available a sufficiently detailed summary about the content used for training of
the generalpurpose Al model, according to a template provided by the Al Office.
2.The obligations set out in paragraph 1, points (a) and (b), shall not apply to providers of Al models that are
released under a free and opewurce licence that allows for the access, usage, modification, and distribution
of the model, and whose paramats, including the weights, the information on the model architecture, and the
information on model usage, are made publicly available. This exception shall not apply to gempose Al
models with systemic risks.
3.Providers of generglurpose Al models shall cooperate as necessary with the Commission and the national
competent authorities in the exercise of their competences and powers pursuant to this Regulation.
4.Providers of generglurpose Al models may rely on codes of practice within the meaning of Article 56 to
demonstrate compliance with the obligations set out in paragraph 1 of this Article, until a harmonised standard
is published. Compliance with Europeharmonised standards grants providers the presumption of conformity
to the extent that those standards cover those obligations. Providers of geparpbse Al models who do not
adhere to an approved code of practice or do not comply with a European dmsed standard shall
demonstrate alternative adequate means of compliance for assessment by the Commission.
5.For the purpose of facilitating compliance winnex X|, in particular points 2 (d) and (e) thereof, the
Commission is empowered to adopt delegated acts in accordance with Article 97 to detail measurement and
calculation methodologies with a view to allowing for comparable and verifiable documentation.
6.The Commission is empowered to adopt delegated acts in accordancéwmtiitte 97(2) to amend Annexes

AnnexXl and AnnexXllin light of evolving technological developments.
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7.Any information or documentation obtained pursuant to this Article, including trade secrets, shall be treated

in accordance with the confidentiality obligations set out in Article 78.

Relevant Recitald:01- 109
Relevant AnnexeginnexXland AnnexXII
Relevant Legislatiomirective (EU) 2019/790

Recitals:

(101) Providers of generplirpose Al models have a particular role and responsibility along the Al value chain,
as the model¢ghey provide may form the basis for a range of downstream systems, often provided by downstream
providers that necessitate a good understanding of the models and their capabilities, both to enable the
integration of such models into their products, andfudfil their obligations under this or other regulations.
Therefore, proportionate transparency measures should be laid down, including the drawing up and keeping up
to date of documentation, and the provision of information on the gergugbose Al moddbr its usage by the
downstream providers. Technical documentation should be prepared and kept up to date by the-geirperse

Al model provider for the purpose of making it available, upon request, to the Al Office and the national
competent authoritis. The minimal set of elements to be included in such documentation should be set out in
specific annexes to this Regulation. The Commission should be empowered to amend those annexes by means of
delegated acts in light of evolving technological developsen

(102) Software and data, including models, released under a free andsopece licence that allows them to be
openly shared and where users can freely access, use, modify and redistribute them or modified versions thereof,
can contribute to research annovation in the market and can provide significant growth opportunities for the
Union economy. Generplrpose Al models released under free and egmiurce licences should be considered

to ensure high levels of transparency and openness if their paeasétcluding the weights, the information on

the model architecture, and the information on model usage are made publicly available. The licence should be
considered to be free and opsource also when it allows users to run, copy, distribute, studngehand
improve software and data, including models under the condition that the original provider of the model is
credited, the identical or comparable terms of distribution are respected.

(103) Free and opesource Al components covers the software and data, including models and gamnpase

Al models, tools, services or processes of an Al system. Free arsbapsm Al components can be provided
through different channels, includingein development on open repositories. For the purposes of this Regulation,
Al components that are provided against a price or otherwise monetised, including through the provision of
technical support or other services, including through a software platfogtated to the Al component, or the

use of personal data for reasons other than exclusively for improving the security, compatibility or interoperability
of the software, with the exception of transactions between microenterprises, should not benefitHeo
exceptions provided to free and opsource Al components. The fact of making Al components available through
open repositories should not, in itself, constitute a monetisation.

(104) The providers of geneqalirpose Al models that are released under a free and opensource licence, and

whose parameters, including the weights, the information on the model architecture, and the information on
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model usage, are made publicly available should be subject to exceptions as regards the transpatatty
requirements imposed on genej@alirpose Al models, unless they can be considered to present a systemic risk, in
which case the circumstance thatetimodel is transparent and accompanied by an epaurce license should

not be considered to be a sufficient reason to exclude compliance with the obligations under this Regulation. In
any case, given that the release of gengraipose Al models under &eand opersource licence does not
necessarily reveal substantial information on the data set used for the training etufirey of the model and

on how compliance of copyright law was thereby ensured, the exception provided for gampde Al models

from compliance with the transparencglated requirements should not concern the obligation to produce a
summary about the content used for model training and the obligation to put in place a policy to comply with
Union copyright law, in particular toédtify and comply with the reservation of rights pursuant to Article 4(3) of
Directive (EU) 2019/790 of the European Parliament and of the C@G)cil

(105 Generapurpose models, in particular large generative models, capable of generating text, images, and
other content, present unique innovation opportunities but also challenges to artists, authors, and other creators
and the way their creative conterd created, distributed, used and consumed. The development and training of
such models require access to vast amounts of text, images, videos, and other data. Text and data mining
techniques may be used extensively in this context for the retrieval argsenaf such content, which may be
protected by copyright and related rights. Any use of copyright protected content requires the authorization of
the rightsholderconcerned unless relevant copyright exceptions and limitations appbctive (EU) 2019/790
introduced exceptions and limitations allowing reproductions and extractions of works or other subject matter,
for the purpose of text and data mining, under certain conditions. Under theseriglesholderamay choose to
reserve their rights over their works or other subject matter to prevent text and data mining, unless this is done
for the purposes of scientific research. Where the rights to opt out has been expressly reserved in an appropriate
manner, previders of generapurpose Al models need to obtain an authorisation fraghtsholdersf they want

to carry out text and data mining over such works.

(106) Providers that place general purpose Al models on tiierlunarket should ensure compliance with the
relevant obligations in this Regulatiofio that end providers of generglurpose Al models should put in place a
policy tocomply withUnion law on copyright and related rights, in particular to identify anthply withthe
reservations of rights expressedrghtsholderspursuant to Article 4(3) directive (EU) 2019/79@ny provider
placing ageneralpurposeAl model on the EU market should comply with this obligation, regardless of the
jurisdiction in which the copyrigiielevant acts underpinning the training ofa¥e generalpurposeAl models

take place. This is necessary to ensure a level playing field among provigereiaftpurposeAl models where

no provider should be able to gain a competitive advantage in therlLmarket by applying lower copyright
standards than those provided in the Union.

(107) In order to increase transparency on the data that is used in thggiréng and training of genergburpose

Al models, including text and data protected by copyright law, it is adequate that providers of such models draw

up and make publicly available a sufficiently detailed summary of the content used for trainiggribes}

40 Directive (EU) 2019/790 of the European Parliament and of the Council of 17 April 2019 on copyright and
related rights in the Digital Single Market and amending Directives 96/9/EC and 2001/29/EC (OJ L 130, 17.5.2019,
p. 92) https://eur-lex.europa.eu/eli/dir/2019/790/0j
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purposeAl model. While taking into due account the need to protect trade secrets and confidential business
information, this summary should be generally comprehensive in its scope instead of technically detailed to
facilitate parties with legitimate interests, inaing copyright holders, to exercise and enforce their rights under
Union law for example by listing the main data collections or sets that went into training the model, such as large
private or public databases or data archives, and by providing a narrative explanation about other data sources
used. It is appropriate for the Al @# to provide a template for the summary, which should be simple, effective,
and allow the provider to provide the required summary in narrative form.

(108) With regard to the obligations imposed on providers of geraugbose Al models to put in place a policy

to comply withUnion copyright law and make publicly available a summary of the content used for the training,
the Al Office should monitor whether the provider has fulfilled those obligations without verifying or proceeding
to a workby-work assessment of the trainirgata in terms of copyright compliance. This Regulation does not
affect the enforcement of copyright rules as provided for under Union law.

(109) Compliance with the obligations applicable to the providers of geperpbse Al models should be
commensurate and proportionate to the type of model provider, excluding the need for compliance for persons
who develop or use models for nprofessimal or scientific research purposes, who should nevertheless be
encouraged to voluntarily comply with these requirements. Without prejudice to Union copyright law, compliance
with those obligations should take due account of the size of the provider lamdsiinplified ways of compliance

for SMEs including stattps, that should not represent an excessive cost and not discourage the use of such
models. In case of a modification or fineing of a model, the obligations for providers of gengraipose Al

model should be limited to that modification or fitining, for example by complementing the already existing
technical documentation with information on the modifications, including new training data sources, as a means

to comply with the value chain agéations provided in this Regulation.

Article A4

Authorised representative of providers of generapurpose Al mode
1. Prior to placing a generplrpose Al model on the Union market, providers established in third countries shall,
by written mandate, appoint an authorised representative which is established in the Union.
2. The provider shall enable its authorised representative to perform the tasks specified in the mandate received
from the provider.
3. The authorised representative shall perform the tasks specified in the mandate received from the provider. It
shall provide a copy of the mandate to the Al Office upon request, in one of the official languages of the
institutions of the Union. For theysposes of this Regulation, the mandate shall empower the authorised
representative to carry out the following tasks:
(a) verify that the technical documentation specifieddinnexXlhas been drawn up and all obligations referred
to in Article 33 and, where applicablérticle 3 have been fulfilled by the provider;
(b) keep a copy of the technical documentation specifiedinnexXlat the disposal of the Al Office and national
competent authorities, for a period of 10 years afthie generalpurpose Al model has been placed on the

market, and the contaatletails of the provider that appointed the authorised representative;
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(c) provide the Al Office, upon a reasoned request, with all the information and documentation, including that
referred to in point (b), necessary to demonstrate compliance withablgations in this Chapter;
(d) cooperate with the Al Office and competent authorities, upon a reasoned request, in any action they take in
relation to the generapurpose Al model, including when the model is integrated into Al systems placed on the
market or put into service in th&nion.
4. The mandate shall empower the authorised representative to be addressed, in addition to or instead of the
provider, by the Al Office or the competent authorities, on all issues related to ensuring compliance with this
Regulation.
5. The authorised representative shall terminate the mandate if it considers or has reason to consider the
provider to be acting contrary to its obligations pursuant to this Regulation. In such a case, it shall also
immediately inform the Al Office aboult¢ termination of the mandate and the reasons therefor.
6. The obligation set out in this Article shall not apply to providers of geperglose Al models that are released
under a free and opesource licence that allows for the access, usage, modification, and distribution of the
model, and whose parameterincluding the weights, the information on the model architecture, and the
information on model usage, are made publicly available, unless the ggnamabse Al models present systemic
risks.
Relevant Recitald/A.
Relevant AnnexeginnexXl

Relevant LegislatiomN/A
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SECTIOBI

Obligations of providers of genergburposeAl models with systemic risk

Article %

Obligations for providers of genergdurpose Al models withsystemic risk
1. In addition to the obligations listed #uticle 53 and Article 54, providers of genergburpose Al models with
systemic risk shall:
(a) perform model evaluation in accordance with standardised protocols and tools reflecting the state of the art,
including conducting and documenting adversarial testing of the model with a view to idegtifyd mitigatng
systemic risk;
(b) assess and mitigate possible systemic risks at Union level, including their sources, that may stem from the
developmentthe placing on the market, dhe use of generapurpose Al models with systemic risk;
(c) keep track of, document and reppwithout undue delayto the Al Office and, as appropriate, to national
competent authorities, relevant information about serious incidents and possible corrective measures to address
them;
(d) ensure an adequate level of cybersecurity protection forgbeeralpurposeAl model with systemic risk and
the physical infrastructure of the model.
2. Providers ofeneralpurposeAl models with systemic risk may rely on codes of practice within the meaning
of Article % to demonstrate compliance with the obligatiors®et outin paragraph lof this Article until a
harmonised standard is published. Compliance with a European harmonised stamplands providers the
presumption of conformityto the extent thatthose standards cover those obligatiorRroviders of general
purpose Al models with systemic risks who do not adhere to an approved code of practice shall demonstrate
alternative adequate means of compliance &msessment bthe Commission.
3. Any informatioror documentation obtained pursuant to this Article, including trade secrets, shall be treated

in accordance with the confidentiality obligations set outAmticle 78

Relevant Recitald:14and 115
Relevant Annexes: N/A
Relevant LegislatiomN/A

Recitals:

(114) The providers of generplrpose Al models presenting systemic risks should be subject, in addition to the
obligations provided for providers afeneralpurpose Al models, to obligations aimed at identifying and
mitigating those risks and ensuring an adequate level of cybersecurity protection, regardless of whether it is
provided as a standalone model or embedded in an Al system or a producthi®eeaitose objectives, il
Regulation should require providers to perform the necessary model evaluations, in particular prior to its first
placing on the market, including conducting and documenting adversarial testing of models, also, as appropriate,
through internal or independe external testing. In addition, providers of geneparpose Al models with

systemic risks should continuously assess and mitigate systemic risks, including for example by putting in place
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riskmanagement policies, such as accountability and governance processes, implementimaniest
Y2YAG2NRAY IS GFLAY3I FLIINBLINAFGS YSF&adzaNBa f2y3 GKS
alongthe Al value chain.

(115) Providers ofeneratpurposeAl models with systemic risks should assess and mitigate possible systemic
risks. If, despite efforts to identify and prevent risks related to a geperglose Al model that may present
systemic risks, the development or use of the model causes a siewment, thegeneratpurposeAl model
provider should without undue delay keep track of the incident and report any relevant information and possible
corrective measures to the Commission and national competent authorities. Furthermore, providers should
ensure an adequate level ofti®rsecurity protection for the model and its physical infrastructure, if appropriate,
along the entire model lifecycle. Cybersecurity protection related to systemic risks associated with malicious use
or attacks should duly consider accidental model leakagauthorised releases, circumvention of safety
measures, and defence against cyberattacks, unauthorised access or model théfpratbction could be
facilitated by securing model weights, algorithms, servers, and skets, such as through operational security
measures for information security, specific cybersecurity policies, adequate technical and established solutions,

and cyber and physical access controls, appropriate to the relevant circumstances and theoligid.inv

SECTIOH|

Codesof practice

Article B

Codes of practice
1. The Al Office shall encourage and facilitate the drawing up of codes of practice at Unian lengr to
contribute to the proper application of this Regulation, taking into account international approaches.
2. The Al Office anthe Al Board shall aim to ensure that the codes of practice cavéeastthe obligations
provided for inArticle 53 and Article 5, including the following issues:
(a) means to ensure that the information referred toArticle 53(1), points (ajand (b) is kept up to date in light
of market and technological developments
(b) the adequate level of detail for the summary about the content used for training;
(c) the identification of the type and nature of the systemic risks at Union level, including their spwtezs
appropriate;
(d) the measures, procedures and modalities for the assessment and management of the systemic risks at Union
level, including the documentation thergofvhich shall be proportionate to the risks, take into consideration
their severity and probability and take into account the specific challenges of tackling those risks in the light of
the possible ways in which such risks may emerge and maser&btng the Al value chain.
3. The Al Office may invite the providers of genguapose Al models, as well as relevant national competent
authorities, to participate in the drawing up of codes of practice. Civil society organisations, industry, academia
and other relevant stakeholds, such as downstream providers and independent experts, may support the

process.
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4. The Al Office and the Board shall aim to ensure that the codes of practice clearly set out their specific objectives
and contain commitments or measures, including key performance indicators as appropriate, to ensure the
achievement of those objectiveand that they take due account of the needs and interests of all interested
parties, including affected persons, at Union level.

5. The Al Office shall aim to ensure that participants to the codes of practice report regularly to the Al Office on
the implementation of the commitments and the measures taken and their outcomes, including as measured
against the key performance indicatas appropriate. Key performance indicators and reporting commitments
shallreflect differences in size and capacity between different participants.

6. The Al Office and the Al Board shall regularly monitor and evaluate the achievement of the objectives of the
codes of practice by the participants and their contribution to the proper application of this Regulation. The Al
Office and the Board shall assewhether the codes of practice cover the obligations provided férticle 53

and Article %, and shall regularly monitor and evaluate the achievement of their objectives. They shall publish
their assessment of the adequacy of the codes of practice.

The Commission may, by wayafimplementing act, approva code of practice and give it a general validity
within the Union. Tht implementing act shall be adopted in accordance with the examination procedure
referredto in Article 98(2).

7. The Al Office may invite all providers of gengraipose Al models to adhere to the codes of practice. For
providers of generapurpose Al models not presenting systemic risks this adherence may be limited to the
obligations provided for irticle 53, unless they declare explicitly their interest to join the full code.

8. The Al Office shall, as appropriate, also encourage and facilitate the revieadapthtion of the codes of
practice, in particular in light of emerging standards. Th&®ffice shall assist in the assessment of available
standards.

9. Codes of practice shall be ready at the latesRhylay 2025 The Al Office shall take the necessary steps,
includinginviting providers pursuant to paragraph 7.

If, by2 August 202pa code of practice cannot be finalised, or if the Al Office deems it is not adequate following
its assessment under paragraph 6 of this Article, the Commission may provide, by means of implementing acts,
common rules for the implementation of the obligans provided for irArticle 53 and Article 55, including the

issues set out in paragraph 2 of this Article. Those implementing acts shall be adopted in accordance with the

examination procedure referred to iArticle 98 (2).

Relevant Recitald:16and117
Relevant LegislatiomN/A
Relevant Annexed/A

Recitals:

(116) The Al Office should encourage and facilitate the drawing up, review and adaptatodesf ofpractice,
taking into account international approaches. All providers of germurgbose Al models could be invited to
participate. To ensure that theodes ofpractice reflect the state of the art and duly take into account a diverse

set of perspectives, the Al Office should collaborate with relevant national competent authorities, and could,
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where appropriate, consult with civil society organisations and other relevant stakeholders and experts, including
the Scientific Panel, for the drawing upsoich odes. Codes giractice should cover obligations for providers of
generalpurpose Al models and of genemlrpose models presenting systemic risks. In addition, as regards
systemic riskg;odes ofpractice should help to establish a risk taxonomy of the type and nature of the systemic
risks at Union level, including their sources. Codes of practice should also be focused on specific risk assessment
and mitigation measures.

(117) Thecodes ofpractice should represent a central tool for the proper compliance with the obliggtiowsied

for under this Regulation for providers of genguatpose Al models. Providers should be able to retpdes of
practice to demonstrate compliance with the obligations. By means of implementing acts, the Commission may
decide to approve a code of practice and give it a general validity within the Union, or, alternatively, to provide
common rules for the implementatioof the relevant obligations, if, by the timeigiRegulation becomes
applicable, acode ofpractice cannot be finalised or is not deemed adequate by the Al Office. Once a harmonised
standard is published and assessed as suitable to cover the reteMagations by the Al Office, the compliance

with a European harmonised standard should grant providers the presumption of conformity. Providers of
generatpurpose Al models should furthermore be able to demonstrate compliance using alternative adequate

means, if codes of practice or harmonized standards are not available, or they choose not to rely on those.

155






Artificial
Intelligence
Act

CHAPTER VI

Measures in Support
of Innovation



Key Points

The Regulation includes specific provisions to promote innovation:
1) Establishment and Operation ddandboxes:

Regulatory sandboxes provide a controlled environment for innovation, development, testing, and validation of

Al systems:
a) Member States must establish at least one Al regulatory sandbox by August 2, 2026.
b) Sandboxes can be nationatgional, local, or joint with other Member States.
c) The European Data Protection Supervisor may establish a sandbox for EU institutions.
d) Data protection authorities and other relevant bodies should be involved in sandbox operations.

e) Providers in sandboxes remain liable under applicable law but are exempt from administrative fines if

they follow guidance in good faith.

2) Sandboxes Objectives:

a) Improve legal certainty and regulatory compliance.

b) Support best practice sharing and foster innovation.

c) Contribute to evidencédvased regulatory learning.

d) Facilitate and accelerate market access, especially for SMEs and startups.
3) Conditions for Operation:

a) Open access to all eligible Al system providers.

b) Free access for SMEs, with possible recovery of exceptional costs.

¢) Simple and clear procedures to facilitate participation, especially for SMEs.
4) Transparency:

a) Annual reports on sandbox progress and results are required.

b) The Commission will develop a single interface for information related to Al regulatory sandboxes.

c¢) The Commission will adopt implementing acts to specify arrangements for sandboxes. Common

principles will cover eligibility, selection, participation, monitoring, exiting, and terms and conditions.
5) Conditions for Further Data Processing:

a) Personal data can be processed for developing Al systems in the public interest provided that they

comply cumulatively with various requirements.



6)

7

b)

d)

Al systems must be for substantial public interest in specified areas like public health, environment, and

publicadministration.

Data processing must comply with data protection requirements and be necessary for Al system

development.

Effective monitoring and response mechanisms are required to mitigate risks to data subjects.

Realworld Testing Outside Sandboxes:

a)
b)
c)
d)
e)

f)

Highrisk Al systems listed in Annex Il can be tested inweald conditions.

A reatworld testing plan must be approved by market surveillance authorities.

Testing is subject to ethical review and must meet specific conditions for oversight and data protection.
Informed consent is required from test subjects, with exceptions for law enforcement.

Testing duration is limited to six months, extendable by another six months.

Providers are liable for any damage caused during testing.

Support for SMEs and microenterprises:

a)
b)
c)
d)

e)

Priority access to Al regulatory sandboxes for SMEs.

Awareness and training activities tailored to SMEs.

Communication channels for advice on implementing the Regulation.
Facilitate SME participation in standardization processes.

Microenterprises can comply with quality management system requirements in a simplified manner.



CHAPTER
MEASURES IN SUPPORT OF INNOVATION

Article &

Al regulatory sandboxes

1. Member States shall ensure that their competent authorietablish at least one Al regulatory sandbox at
national level, which shall be operational ByAugust 2026That sandbox may also be established jointly with
the competent authorities of other Member States. The Commission may provide technical support, advice and

tools for the establishment and operation of Al regulatory sandboxes.

The obligation under the first subparagraph may also be fulfilled by participating in an existing sandbox in so far

as that participation provides an equivalent level of national coverage for the participating Member States.

2. Additional Al regulatory sandboxes at regional or local level, or established jointly with the competent

authorities of other Member States may also be established.

3. The European Data Protection Supervisor may also establish an Al regulatory sandbox for the EU institutions,
bodies officesand agenciesand may exercise the roles and the tasks of national competent authorities in

accordance with this chapter.

4. Member States shall ensure ththe competent authorities referred to in paragraphs 1 @hallocate sufficient
resources to comply with this Article effectively and in a timely manner. Where appropriate, national competent
authorities shall cooperate with other relevant authoritjesxd may allow for the involvement of other actors
within the Al ecosystem. This Article shall not affect other regulatory sandboxes established undeiotJnion
national law. Member States shall ensure an appropriate levelcobperation between the authorities

supervising those other sandboxes and the national competent authorities.

5. Al regulatory sandboxes established under paragraph 1 shall provide for a controlled environment that fosters
innovation and facilitates the development, training, testing and validation of innovative Al systems for a limited
time before their being placedn the market or put into service pursuant to a specific sandbox plan agreed

between the providers or prospective providers and the competent authority. Such sandboxes may include

testing in real world conditions supervised therein.

6. Competent authorities shall provide, as appropriate, guidance, supervision and support within the Al
regulatory sandbox with a view to identifying risks, in particular to fundamental rights, health and safety, testing,
mitigation measures, and their effégeness in relation to the obligations and requirements of this Regulation

and, where relevant, other Union and national law supervised within the sandbox.

7. Competent authorities shall providgroviders and prospective providers participating in the Al regulatory
sandbox with guidance on regulatory expectations and how to fulfil the requirements and obligations set out in

this Regulation.
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Upon request of the provider or prospective provider of the Al system, the competent authority shall provide a
written proof of the activities successfully carried out in the sandbox. The competent authority shall also provide
an exit report detailing thectivities carried out in the sandbox and the related results and learning outcomes.
Providers may use such documentation to demonstrate their compliance with this Regulation through the
conformity assessment process or relevant market surveillance aesivih this regard, the exit reports and the
written proof provided by the national competent authority shall be taken positively into account by market
surveillance authorities and notified bodies, with a view to accelerating conformity assessment ymexéal a

reasonable extent.

8. Subject to the confidentiality provisions Atticle 78 and with the agreement of the provider prospective
provider, the Commission and the Board shall be authorised to access the exit reports and shall take them into
account, as appropriate, when exercising their tasks under this Regulation. IfHgogiovider or prospective
provider and the national competent authority explicitly agree, the exit repaaly be made publicly available

through the single information platform referred to in thisticle.
9. The establishment of Al regulatory sandboxes shall aim to contribute to the following objectives:

(@) improve legal certainty to achieve regulatory compliance with this Regulation or, where relevant, other

applicable Union andational law

(b) support the sharing of best practices through cooperation with the authorities involved in the Al regulatory

sandbox;
(c) fosteinginnovation and competitiveness and facilitag the development of an Al ecosystem;
(d) contribute to evidencéased regulatory learning;

(e) facilitaingand accelerahgaccess to the Union market for Al systems, in particular when proyigleeMES,

including startups.

10. National competent authorities shall ensure that, to the extent the innovative Al systems involve the
processing of personal data or otherwise fall under the supervisory remit of other national authorities or
competent authorities providing or supportiragcess to data, the national data protection authorities and those
other nationalor competentauthorities are associatedith the operation of the Al regulatory sandbox and

involved in the supervision of those aspects to the extent of their respetdsies and powers.

11. The Al regulatory sandboxes shall not affect the supervisory and corrective powers of the competent
authorities supervising the sandboxes, including at regional or local level. Any significant risks to health and safety
and fundamental rights identifiediuring the development and testing of such Al systems shall result in an
adequate mitigation. National competent authorities shall have the power to temporarily or permanently
suspend the testing process, e participation in the sandbox if no effeed mitigation is possiblendinform

the Al Office of such decision. National competent authorities shall exercise their supervisory powers within the
limits of the relevantdw, using their discretionary powers when implementing legal provisiongspectof a

specific Aregulatorysandbox project, with the objective sfipporting innovation in Al in the Union.
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12. Providers and prospective providgparticipatingin the Al regulatory sandbox shall remain liable under
applicable Union anchational liability law for any damage inflicted on third parties as a result of the
experimentation taking place in the sandbox. However, provided that the prospective prewtservethe
specific plan and the terms and conditions for their participation and follow in good faith the guidance given by
the national competent authority, no administrative fines shall be imposethbyauthorities for infringements

of this RegulationWWhereother competent authorities responsible for other Union amationallawwereactively
involved in the supervision of the Al system in the sandbox and provided guidance for compliance, no

administrative fines shall be imposed regarding tlzat.|

13. The Al regulatory sandboxes shall be designed and implemented in such a way that, where relevant, they

facilitate crosshorder cooperation between national competent authorities.

14. National competent authorities shall coordinate their activities and cooperate within the framework of the

Board.

15. National competent authorities shall inform the Al Office and the Board of the establishment of a sandbox
and may askhem for support and guidancerhe Al Office shall m&e publicly available listof planned and
existing sandboxes and keept to date in order to encourage more interaction in tAbregulatory sandboxes

and crosshorder cooperation.

16. National competent authorities shall subraitnual reportgo the Al Office and to the Boarttpm one year

after the establishment of the Al regulatory sandbox and every tleseafter until its termination and a final

report. Those reports shall provide information on the progress and results of the implementation of those
sandboxes, including best practices, incidents, lessons learnt and recommendations on their setup and, where
relevant, on the applicatio and possible revision of this Regulation, including its delegated and implementing
acts, andn the applicatiorof other Union law superviseoly the competentauthoritieswithin the sandboxThe
national competent authorities shall makédse annual reports or abstracts thereof available to the public,
online. The Commissiahall, where appropriate, take the annual reports into account when exerdisitagks

under this Regulation.

17. The Commission shall develop a single and dedicated interface containing all relevant information related to
Al regulatorysandboxes to allow stakeholders to interact walhregulatory sandboxes and to raise enquiries
with competent authorities, and to seek ndynding guidance on the conformity of innovative products,
services, business models embedding Al technologies, in accordanderint@62(1), point(c). The Commission

shall proactively coordinate with national competent authorities, where relevant.

Relevant Recital4:38and 139

Relevant Annexed/A

Relevant LegislatiomN/A
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Recitals:

(138) Alis a rapidly developing family of technologies that requires regulatory oversight and a safe and controlled
space for experimentation, while ensuring responsible innovation and integration of appropriate safeguards and
risk mitigation measures. To enswrdegal framework that promotes innovation, is futypeoof and resilient to
disruption, Member States should ensure that their national competent authorities establish at least one
regulatory sandboxes at national level to facilitate the developmenittasting of innovative Al systems under
strict regulatory oversight before these systems are placed on the market or otherwise put into service. Member
States could also fulfill this obligation through participating in already existing regulatory sarsdlmoxe
establishing jointly a sandbox with one arorea SY0o SNJ { GF 1SaQ O02YLISGISyd | dziK2
participation provides equivalent level of national coverage for the participating Member StdtBsyulatory
sandboxes could be established in sbal, digital or hybrid form and may accommodate physical as well as
digital products. Establishing authorities should also ensure thafthegulatory sandboxes have the adequate

resources for their functioning, including financial and human resources.

(139 The objectives of the Al regulatory sandboxes should be to foster Al innovation by establishing a controlled
experimentation and testing environment in the development andnpaeketing phase with a view to ensuring
compliance of the innovative Al systerwith this Regulation and other relevant Union amational law.
Moreover, the Al regulatory sandbox&sould aim tecenhance legal certainty for innovators and the competent
Fdz K2NAGASEQ 2@0SNEAIKG F YR dzy RS NBafid theRmipycB of2AFusd) S 2 LILI2
facilitate regulatory learning for authorities anthdertakings, including with a view to future adaptions of the

legal framework, to support cooperation and the sharing of best practices with the authorities involved in the Al
regulatory sandbox, and to accelerate access to markets, including by removing bar&Vvtss, including start

ups.Al regulatory sandboxes should be widely available throughout the Union, and particular attention should
be given to their accessilylifor SMEs, including startups. The participation in the Al regulatory sandbox should
focus on issues that raise legal uncertainty for providers and prospective providers to innovate, experiment with
Al in the Union and contribute to evideAsased regultory learning. The supervision of the Al systems in the Al
regulatory sandbox should therefore cover their development, training, testing and validation before the systems
are placed on the market or put into service, as well as the notion and occurfendestantial modification that

may require a new conformity assessment procedure. Any significant risks identified during the development and
testing of such Al systems should result in adequate mitigation and, failing that, in the suspension of the

devebpment and testing process

Where appropriate, national competent authorities establishing Al regulatory sandboxes should cooperate with

other relevant authorities, including those supervising the protection of fundamental rights, and could allow for

the involvement of other actors ithin the Al ecosystem such as national or European standardisation
organisations, notified bodies, testing and experimentation facilities, research and experimentation labs,
European DigitalnnovationHubs and relevant stakeholder and civil society oig@tions. To ensure uniform
implementation across the Union and economies of scale, it is appropriate to establish common ruleglffor the
NB3Idzf  G2NE &l YRO2ESEQ AYLI SYSydldAaAzy yR | FN}YSs2N])
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involved in the supervision of the sandboxes. Al regulatory sandboxes established under this Regulation should
be without prejudice to otherlv allowing for the establishment of other sandboxes aimognsue compliance

with law other thanthis Regulation. Where appropriate, relevant competent authorities in charge of those other
regulatory sandboxes should consider the benefits of using those sandboxes also for the purpose of ensuring
compliance of Al systems with this Regulation. Upoe@ugent betweenhe national competent authorities and

the participants in the Al regulatory sandbox, testing in real world conditions may also be operated and supervised

in the framework of the Al regulatory sandbox.

Article58

Detailed arrangements for, and functioning of, Al regulatory sandboxes

1.In order to avoid fragmentation across the Union, the Commission shall adopt implementngpazifying
the detailed arrangements for thesstablishment, development, implementation, operation and supervision of

the Al regulatory sandboxes. The implementing act shall include common principles on the following issues:
(@) eligibility and selectioariteriafor participation in the Al regulatory sandbox;

(b) procedure for the application, participation, monitoring, exiting from and termination of the Al regulatory

sandbox, including the sandbox plan and the exit report;
(c) the terms and conditions applicable to the participants.

Thoseimplementing acts shalle adopted in accordance with the examinatiprocedure referred to irArticle
98(2).
2. The implementing acts referred to paragraph 1 shall ensure

(a)that Alregulatory sandboxes are open to any applypangvider orprospective provider of an Al system who
fulfils eligibility and selection criterfjawhich shall betransparent and fair and that national competent

authorities inform applicants of their decision within 3 months of the application;

(b) that Al regulatory sandboxes allow broad and equal access and keep up with demand for participation;
providers andprospective providers may also submit applications in partnerships déffloyers and other

relevant third parties;

(c) that the detailed arrangements fpand conditions concerningl regulatory sandboxesupport,to the best
extent possible flexibility for national competent authorities to establish and operate their Al regulatory

sandboxes;

(d) that access to the Al regulatory sandboxes is free of charge for SMEglingstart-ups, without prejudice

to exceptional costs that national competent authorities may recover in a fair and proportionate manner;

(e) that they facilitate providers andprospective providers, by means of the learning outcomes of Ahe
regulatory sandboxesjn complying withconformity assessment obligationsder this Regulationand the

voluntary application of the codes of conduct referred tchiricle 95;
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(f) that Alregulatory sandboxes facilitate the involvement of other relevant actors within the Al ecosystem, such
as notified bodies and standardisation organisatideBIEsincludingstart-ups, enterprises, innovators, testing
and experimentation facilities, research and experimentation labsEamdpean ital InnovationHubs, centes

of excellence, individual researchers, in order to allow and facilitate cooperation with the public and private

sectors;

(9) that procedures, processes and administrative requirements for application, selection, participation and
exiting theAl regulatorysandbox are simple, easily intelligibnd clearly communicated in order to facilitate

the participation of SMEsincluding start-ups with limited legal and administrative capacities and are
streamlined across the Union, in order to avoid fragmentation and that participation Alr@gulatory sandbox
established by a Member State, or by thar@pean Data Protection Supervisi mutually and uniformly

recognised and carries the same legal effects across the Union;

(h) that participation in the Al regulatory sandbox is limited to a period that is appropriate to the complexity and

scale of the projecand thatmay be extended by the national competent authority;

(i) that Al regulatonsandboxes facilitate the development of tools and infrastructure for testiegchmarking,
assessing and explaining dimensions of Al systems relevant for reguégorng,such as accuracy, robustness

and cybersecurityas well as measures to mitigate risks to fundamental right$ the society at large.

3. Prospective providers in thd regulatorysandboxes, in particular SMEs and stgps, shall be directed, where
relevant, to predeployment services such as guidance on the implementation of this Regulation, to other value
adding services such as help with standardisation documents and ceitificétstingand experimentation

facilities,EuropearDigital Innovation Hubs and centres of excellence.

4. When national competent authorities consider authorising testing in real world conditions supervised within
the framework of an Al regulatory sandbtixbe established under this Article, they shall specifically adinee
terms and conditions of such testing arid particular the appropriate safeguards witte participantswith a

view to protectng fundamental rights, health and safety. Where appropriate, they shall cooperate with other

national competent authorities with a view to enguig consisten practices across the Union.

Relevant Recital$:39

Relevant Annexe$/A

Relevant LegislatiomN/A
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Article D
Further processing of personal data for developing certain Al systems in the public interest in the Al

regulatory sandbox

1. In the Al regulatory sandbgpersonal data lawfully collected for other purposes may be processed solely for
the purposes of developing, training and testing certain Al systems in the sandbox when all of the following

conditions are met:

(a) Al systems shall leveloped for safeguarding substantial public interest by a public authority or another

natural or legal person and in one or more of the following areas:

(i) public safety and public health, including disease detection, diagnosis prevesditmnl and treatment and

improvement of health care systems;

(i) a high level of protection and improvement of the quality of the environment, protection of biodiversity,

protection against pollutiongreen transitiormeasures climate change mitigation and adaptatiomeasure
(i) energy sustainability

(iv) safety and resilience of transport systems and mobility, critical infrastructure and networks;

(v) efficiency and quality of public administration and public services;

(b) the data processed are necessary for complying with one or more of the requirements referrechapter
Ill, SECTIOR where those requirements cannot effectivebg fulfilled by processing anonymised, synthetic or

other nonpersonal data;

(c) there are effective monitoring mechanisms to identify if any high risks to the rights and freedoms of the data
subjects, as referred to in Article 35Régulation (EU) 2016/67%hd in Article 39 oRegulation (EU) 2018/1725
may arise during the sandbox experimentatias well as response mechanism to promptly mitigate those risks

and, where necessary, stop the processing;

(d) any personal data to be processed in the context of the sandbox are in a functionally separate, isolated and
protected data processing environment under the control of the prospective provider and only authorised

persons have access to that those data;

(e) Providers can further share tlogiginallycollected dataonly in accordancewith Uniondata protection law

any personal data crated in the sandbox cannot be shared outside the sandbox

(f) any processing of personal data in the context of the sandietkerleadsto measures or decisions affecting
the data subjects nodoes itaffect the application of their rights laid down in Union law on the protection of

personal data;

(g)any personal data processed in the context of the sandbox are protected by means of appropriate technical
and organisational measures and deleted once the participation in the sandbox has terminated or the personal

data has reached the end of its retentiperiod;
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(h) the logs of the processing of personal data in the context of the sandbox are kept for the duration of the

participation in the sandbox, unless provided otherwise by Union or national law;

(i) a mmplete and detailed description of the process and rationale behind the training, testing and validation of

the Al system is kept together with the testing results as part of the technical documentatinnnex|V;

() a short summary of the Al project developed in the sandbox, its objectives and expected isgaultisshed
on the website of the competent authoritiethis obligation shall not cover sensitive operational data in relation

to the activities of law enforcement, border control, immigration or asylum authorities.

2. For the purposgof prevention, investigation, detection or prosecution of criminal offences or the execution
of criminal penalties, including safeguarding against pmedenting threats to public security, under the control

and responsibility of law enforcement authorities, the processing of personal data in Al regulatory sandboxes
shall be based on a specifimionor nationallaw and subject to the same cumulative conditions as referred to

in paragraph 1.

3. Paragraph 1 is without prejudice to Union mational lawexcludes processingof personal data foiother
purposes than those explicitly mentioned in thatM as well as to Union arationallaw laying down the basis
for the processing of personal data which is necessary for the purpose of developing, tastmaging of

innovative Al systems or any other legal basis, in compliance with Union law on the protection of personal data.

Relevant Recital€:40
Relevant Annexeginnex|V

Relevant Legislatioegulation (EU) 2016/67@nhd Requlation (EU) 2018/1725

Recitals:

(140 This Regulation should provide the legal basis for the providers and prospective providers in the Al
regulatory sandbox to use personal data collectedofteer purposes for developing certain Al systems in the
public interest within the Al regulatory sandbox, only under specified conditions, in line with Article 6(4) and 9(2)
point (g), of Regulation (EU) 2016/67%nd Articls 5, 6 and 10 oRegulation (EU) 2018/172%nd without
prejudice to Article 4(2) andrticle 10 of Directive (EU) 2016/68®l other obligations of data controllers and
rights of data subjects und&egulation (EU) 2016/67hd (EU) 2018/172%nd Directive (EU) 2016/68@main
applicable. In particular, this Regulation should not provide a legal basis in the meaning of Artiglpdatg))

of Regulation (EU) 2016/67hd Article 24(2)point(b) ofRegulation (EU) 2018/172Broviders and prospective
providers in theAl regulatorysandbox should ensure appropriate safeguards and cooperate with the competent

authorities, including by following their guidance and acting expeditiously and in good faith to adequately
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mitigate any identified significant risks to safety, health, and fundamental rights that may arise during the

development, testing and experimentation iratlsandbox.

Article60

Testing of highkrisk Al systems in real world conditions outside weigulatory sandboxes

1. Testing ohighrisk Al systems in real world conditions outside Al regulatory sandboxes may be conducted by
providers or prospective providers of higisk Al systems listed in Annex Ill, in accordance with this Article and

the realworld testing plan referred to in this Adle, without prejudice to the prohibitions undéuticle 5

The Commission shall, by means of implementing acts, specify the detailed elements of tentdaksting
plan. Those implementing acts shall be adopted in accordance with the examination procedure referred to in
Article 98(2).

This paragrapkhall be without prejudice to Union or national lamthe testing in real world conditions of high

risk Al systems related to products coveredUnjion harmonisatiotegislation listed irAnnexl.

2. Providers or prospective providers may conduct testing of-higkhAl systems referred to in Annex Ill in real
world conditions at any time before the placing on the markether putting into service of the Al system on

their own or in partnership with one or momeployers omprospective deployers.

3. The testing of highisk Al systems in real world conditions under this Article shall be without prejudeayto

ethical review thaisrequired byUnion or national law

4. Providers or prospective providers may conduct the testing in real world conditions only where all of the

following conditions are met:

(a) the provider or prospective provider has drawn up a-veaild testing plan and submitted it to the market

surveillance authority in the Member State where the testing in real world conditions is to be conducted,;

(b) the market surveillance authority in the Member State where the testing in real world conditions is to be
conducted has approved the testing in real world conditions and theweald testing plan where the market
surveillance authority has not provideth answemwithin 30 days, the testing in real world conditions and the
realworld testing plan shall be understodd have beerapproved where national law does ngirovide fora

tacit approval, the testing in real world conditions shiathainsubjed to an authorisation;

(c) the provider or prospective providerith the exceptionof provider or prospective provideis highrisk Al
systems referred to in points 1, 6 ando? Annex lllin the areas of law enforcement, migration, asylum and
border control management, and high risk Al systems referred to in pahARnex llhas registered the testing

in real world conditionsn accordance wittArticle 71(4) with a Unioawide unique single identification number
and with the information specified idnnex IXthe provider or prospective provider of higlsk Al systems
referred to in points 1, 6 and 7 éinnex llin the areas of law enforcement, migration, asylum and border control

management, has registered the testing in readrld conditions in the secure ngpoublic section of the EU
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database according tArticle 49(4), point (d), with a Uniomvide unique single identification number and with
the information specified therein; the provider or prospective provider of hiigk Al systems referred to in point

2 of Annex Illhas registered the testing in realorld conditions in accordance withrticle 49(5);

(d) the provider or prospective provider conducting the testing in real world conditions is established in the Union

or has appointed a legal representative who is established in the Union;

(e) data collected and processed for the purpose of the testing in real world conditions shall be transferred to

third countriesonly providedthat appropriate and applicable safeguards under Union law are implemented,;

(f) the testing in real world conditions does not last longer than necessary to achieve its objectives and in any
case not longer thasixmonths, which may be extended for an additiopakiod of sixmonths, subject to prior
notification by the providemor prospective provideto the market surveillance authority, accompanied by an

explanationof the need for suclan extension;

(9) the subjectsof the testing in real world conditions who apersons belonging to vulnerable groups due to

their age, physical or mental disabiligre appropriately protected;

(h) where a provider or prospective provider organisestésting in real world conditions in cooperation with
one or moredeployers omprospective deployers, the latter have been informed of all aspects of the testing that
are relevant to their decision to participate, and given the relevant instructiongseof the Al system referred

to in Article 13 the provider or prospective provider and the deplogemprospective deployeshall conclude an
agreement specifying their roles and responsibilities with a vieensuring compliance with the provisions for

testing in real world conditions under this Regulation ammdler other applicable Union andational law

(i) the subjects of the testing in real world conditions have given informed consent in accordanéetigigtl,
or in the case of law enforcement, where the seeking of informed consent would prevent the Al system from
being tested, the testing itself and the outcome of the testing in the real world conditions shall not have any

negative effect on the subjestandtheir personal data shall be deleted after the test is performed.

(j) the testing in real world conditions is effectively overseen by the provider or prospective preasdeell as
by deployess or prospective deployers througtersons who are suitably qualified in the relevant field and have

the necessary capacity, training and authority to perform their tasks;
(k) the predictions, recommendations or decisions of the Al system can be effectively reversed and disregarded.

5 Any subject of the testing in real world conditions, or his treir legally designated representative, as
appropriate, may, without any resulting detriment and without having to provide any justification, withdraw
from the testing at any time by revokirtigeir informed consent andnayrequest the immediate and permanent
deletion of their personal data. The withdrawal of the informed consent shall not affect the activities already

carried out.

6. In accordance withrticle 75, Member States shall confen their market surveillance authorities the powers
of requiring providers and prospective providéosprovideinformation, of carrying out unannounced remote or

on-site inspectionsand of performing checks on theonductof the testing in real world conditions and the
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relatedhigh-risk systemsMarket surveillance authorities shall us@#e powers to ensurthe safe development

of testing in real world conditions

7. Any serious incident identified in the course of the testing in real world conditions shall be reported to the
national market surveillance authority in accordance whttticle 73. The provider or prospective provider shall
adopt immediate mitigation measures or, failing thsthallsuspend the testing in real world conditions until such
mitigation takes placeor otherwise terminate it. The provider or prospective provider shall establish a procedure

for the prompt recall of the Al system upon such termination of the testing in real world conditions.

8. Providers or prospective providers shall notify the national market surveillance authority in the Member State
where the testing in real world conditions is to be conducted of the suspension or termination of the testing in

real world conditions andf the final outcomes.

9. The provider and prospective provider shall be liable under applicable Unionatiodalliability law for any

damage caused in the course of their testing in real world conditions.

Relevant Recital4:41
Relevant Annexeginnexl, Annex IlJAnnex IX
Relevant LegislatiomN/A

Recitals:

(141) In order to accelerate the process of development and the placing on the market of thiskhAjrsystems

listed in an annex to this Regulation, it is important that providers or prospective providers of such systems may
also benefit from a speaifiregime for testing those systems in real world conditions, without participating in an

Al regulatory sandbox. However, in such cases, taking into account the possible consequences of such testing on
individuals, it should be ensured that appropriate anfficient guarantees and conditions are introduced by this
Regulation for providers or prospective providers. Such guarantees should include, inter alia, requesting informed
consent of natural persons to participate in testing in real world conditiotis thhé exception of law enforcement

where the seeking of informed consent would prevent the Al system from being tested. Consent of subjects to
participate in such testing under this Regulation is distinct from, and without prejudice to, consent oftjatassu

for the processing of their personal data under the relevant data protection law.

It is also important to minimise the risks and enable oversight by competent authorities and therefore require
prospective providers to have a rembrld testing plan submitted to competent market surveillance authority,
register the testing in dedicateestions in the EU database subject to some limited exceptions, set limitations
on the period for which the testing can be done and require additional safeguards for persons belonging to certain
vulnerable groups, as well as a written agreement definingdhes and responsibilities of prospective providers
and deployers and effective oversight by competent personnel involved in the real world testing. Furthermore, it
is appropriate to envisage additional safeguards to ensure that the predictions, recoratioescor decisions of

the Al system can be effectively reversed and disregarded and that personal data is protected and is deleted when
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the subjects have withdrawn their consent to participate in the testing without prejudice to their rights as data
subjects under the Union data protection law. As regards transfer of data, it is also appropriate to envisage that
data collected and procesgdor the purpose of testing in realorld conditions should be transferred to third
countries only where appropriate and applicable safeguards under Union law are implemented, in particular in
accordance with bases for transfer of personal data underriaiv on data protection, while for ngmersonal

data appropriate safeguards are put in place in accordance with Union law, such as Regulations (EU) 2022/868

(*Y and (EU) 2023/285¢?) of the European Parliament and of the Council.

Article61

Informed consent to participate in testing in real world conditions outside Al regulatory sandboxes

1. For the purpose of testing in real world conditions undeticle 60, freely-giveninformed consentshall be
obtainedfrom the subjecs of testing prior totheir participation in such testing and afténeir having been duly

informed with concise, clear, relevant, and understandable information regarding:

(@) the nature and objectives of the testing in real world conditions and the possible inconvenience that may be

linked totheir participation;

(b) the conditions under which the testing in real world conditions is to be conducted, including the expected

duration of thesubject orsubject garticipation;

(c) their rights, andthe guarantees regardintheir participation, in particulatheir right to refuse to participate
in, and the right to withdraw fromtesting in real world conditions at any time without any resulting detriment

and without having to provide any justification;

(d) the arrangementsfor requesting the reversal or the disregand of the predictions, recommendations or

decisions of the Al system;

(e) the Unionwide unique single identification number of the testing in real world conditions in accordance with
Article 60 (4) point (c),and the contact details of the provider or its legal representative from whom further

information can be obtained.

2 The informed consent shall be dated and documented and a copy shall be given to the sfitgsting or

their legal representative.

Relevant Recitalg:41

41 Regulation (EU) 2022/868 of the European Parliament and of the Council of 30 May 2022 on European data
governance and amending Regulation (EU) 2018/1724 (Data Governance Act) (OJ L 152, 3.6.2022, p. 1)
https://eur-lex.europa.eu/eli/req/2022/868/qj

42Regulation (EU) 2023/2854 of the European Parliament and of the Council of 13 December 2023 on harmonised
rules on fair access to and use of data and amending Regulation (EU) 2017/2394 and Directive (EU) 2020/1828
(Data Act) (OJ L, 2023/2854, 22.12.2023, ELI: http://data.europa.eu/eli/reg/2023/285414j)s://eur -
lex.europa.eu/eli/req/2023/2854

171


https://eur-lex.europa.eu/eli/reg/2022/868/oj
https://eur-lex.europa.eu/eli/reg/2023/2854
https://eur-lex.europa.eu/eli/reg/2023/2854

Relevant Annexed/A

Relevant LegislatiomN/A

Article62

Measures for providers and deployers, in particular SMESs, including stag
1. Member States shall undertake the following actions:

(a) provide SMEs, including staps, having a registered office or a branch in the Union, with priority access to
the Al regulatory sandboxes, to the extent that they fulfil the eligibility conditions and selection critegia
priority access shall not preclude other SMiBsluding startups, other than those referred to ithis paragraph
from access to the Al regulatory sandbox, provided that taksp fulfil the eligibility conditions and selection

criteria;

(b) organise specific awareness raising and training activities on the application of this Regulation tailored to the

needs of SMEs including stams,deployers and, as appropriate, local public authorities;

(c) utilise existing dedicated channels and where appropriate, establish new ones for communication with SMEs
including startups, deployers, other innovators and, as appropriate, local public authorities to provide advice
and respond to queries about the implementation of this Regulation, including as regards participation in Al

regulatory sandboxes;

(d) facilitate the participation of SMEs and other relevant stakeholders in the standardisation development

process.

2. The specific interests and needs of the SME providers, includingugtrshall be taken into account when
setting the fees for conformity assessment undeticle 43 reducing those fees proportionately to their size,

market size and other relevant indicators.
3. The Al Office shall undertake the following actions:

(a) provide standardised templates for the areas covered by this Regylasoapecifiedy the Board in its

request

(b) develop and maintain a single information platform providing easy to use information in relation to this

Regulation for all operators across the Union;

(c) organise appropriate communication campaigns to raise awareness about the obligations arising from this

Regulation;

(d) evaluate and promote the convergence of best practices in public procurement procedures in relation to Al

systems.

Relevant Recitald43 - 144,145- 146
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Relevant Annexe®/A
Relevant LegislatiomN/A

Recitals:

(143) In order to promote and protect innovation, it is important that the interests of Sikidsding startups,

that are providers or deployers of Al systems are taken into particular accounatBndhMember States should
develop initiatives, which are targeted at those operators, including on awareness raising and information
communication. Member States@hid LINE @A RS { a 9 Q &ups, tHatyh@ve daBgistérad office lomMki
branch in the Union, with priority access to the Al regulatory sandboxes provided that they fulfil the eligibility
conditions and selection criteria and without precluding other providers and prospective providers to access the
sandloxes provided the same conditions and criteria are fulfilled. Member Stataglistilise existing channels

and where appropriate, establish new dedicated channels fomwamication with SMEsSncluding start-ups,
deployers other innovators and, as appropriate, local public authorities, to support SMEs throughout their
development path by providing guidance and responding to queries about the implementation of this Regulation.
Where appropriate, these chaels sbuld work together to create synergies and ensure homogeneity in their
guidance to SMEsncluding startups and deployers. Additionally, Member States should facilitate the
participation of SMEs and other relevastakeholders in the standardisation development processes. Moreover,
the specific interests and needgobviders that areSMEsincluding startups,should be taken into account when
notified bodies set conformity assessment fees. The Commission should regularly assess the certification and
compliance costs for SMHEscluding startups, through transparent consultations and should work with Member

States to lower such costs.

For example, translation costs related to mandatory documentation and communication with authorities may
constitute a significant cost for providers and other operatorgyarticularthose of a smaller scale. Member

{1 GSa aKz2dZ R Ll2aaAirofte SyadNB (GKIFIG 2yS 2F GKS €1 y3dza 3
documentation and for communication with operators is one which is broadly understood by the largest possible
number of crosdorder deployers. In order to address the specific neddSMEsincluding startups, the

Commission should provide standardised templates for the areas covered by this Regipatiorequest of the

.2FNR® ! RRAGAZ2yFffex GKS /2YYAaaArzy akKz2dzZ R O2YLX SYSy i
platform with easyto-use information with regards to this Regulation for all providers and deployers, by
organising appropate communication campaigns to raise awareness about the obligations arising from this
Regulation, and by evaluating and promotiihg convergence of best practices in public procurement procedures

in relation to Al systems. Mediugized enterprises which recentiyalified as small enterpriseswithin the

meaning of the Annex t€ommissiorRecommendation 2003/36&C(*®) shouldhave access to tise support

measures, as tise new mediunsizedenterprises may sometimes lack the legal resources and training necessary

to ensure proper understandiraf, and compliance withthis Regulation

43 Commission Recommendation of 6 May 2003 concerning the definition of micro, small and rsizigim
enterprises (OJ L 124, 20.5.2003, p, 86ps://eur-lex.europa.eu/eli/reco/2003/361/qj
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(144) In order to promote and protect innovation, the-cdtdemand platform, all relevant EU funding
programmes and projects, such as Digital Europe Programme, Horizon Europe, implemented by the Commission
and the Member States at Uniar nationallevel should, as appropriate, contribute to the achievement of the

objectives of this Regulation.

(145 In order to minimise the risks to implementation resulting from lack of knowledge and expertise in the
market as well as to facilitate compliance of providergarticularSMES, including statips, and notified bodies

with their obligations under this Regulation, theokl demand platform, the European Digital Innovation Hubs
and thetesting andexperimentationfacilities established by the Commission and the Member Statésianhor
nationa level should contribute to the implementation of this Regulation. Within their respective mission and
fields of competencahe Aton-demand platformthe European Digital Innovation Hubsd the testing and
experimentation Facilities are abte provide in particular technical and scientific support to providers and

notified bodies.

(146) Moreover, ifight ofthe very small size of some operatargl in order to ensure proportionalitggarding

costs of innovation, it is appropriate to allow microenterprises to fulfill one of the most costly obligations, namely
to establish a quality management system, in a simplified manner which would reduce the administrative burden
and the costs fothose enterprises without affecting the level of protection and the need for compliance with the
requirements for highiisk Al systems. The Commisssbiould develop guidelines to specify the elements of the

guality management system to be fulfilled in this simplified manner by microentreprises.

Article63

Derogations for specific operators

1. Microenterprisesvithin the meaning oRecommendation 2003/361/EGay complywith certain elements of

the qualitymanagementystem required byArticle 17of this Regulation in a simplified manngrovided that

they do not have partneenterprises or linked enterprises within the meanisfighat Recommendatiorf-or that
purpose, the Commission shall develop guidelines on the elements of the quality management system which
may becomplied in a simplified manner considering the needs of microenterprisghout affecting the level

of protectionor the need for compliance with the requiremeritsrespect ohighrisk Al systems.

2. Paragraph lof this Articleshall not be interpreted as exempting those operators from fulfilling any other
requirementsor obligations laid down in this Regulation, including those established in Arfidiete 9 Article

10, Article 11 Article 12 Article 13 Article 14Article 15 Article 72, Article 73.

Relevant Recitalg:46
Relevant Annexed/A

Relevant LegislatiofRecommendation 2003/361/EC
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KeyPoints

1)

2)

3)

4)

5)

6)

European Al Office

The Commission is responsible for developing Union expertise in Al and has established the European Al
Office to support this objective. Member States are expected to assist the Al Office in its tasks under the Al

Act.
European Atrtificial Intelligence Board

Establishment of the European Artificial Intelligence Board (the 'Board'), with the participation of one
representative per Member State, with the European Data Protection Supervisor as an observer. The Board's
objective is to ensure consistent and effeetiapplication of the Regulation across the Union and share best

practices.
Advisory Forum

Establishment of an advisory forum to provide technical expertise to the Board and Commission, with the

participation of stakeholders, including industry and academia.
Scientific Panel of Independent Experts

Establishment of a scientific panel to support enforcement activities under the Regulation and advise the Al

Office on tasks such as evaluating Al models and supporting market surveillance authorities.
Access to the Pool of Experts by Member States

Member States can call upon experts from the scientific panel for enforcement support.
Designation of National Competent Authorities

Member States must establish or designate national competent authorities for the Regulation. Authorities
must be independent and impartial, with adequate resources and expertise in Al. Member States must notify
the Commission atheseauthorities and must also make information on how to contact these authorities
publicly available and designate one market surveillance authority as a single point of contact. European

Data Protection Supervisor will supervise Union institutions underR&gulation.



CHAPTERIVI
GOVERNANCE

SECTION

Governance at Union level

Article 64
Al Office

1. The Commission shall develop Union expertise and capabilities in the field of Al through the Al Office.

2. Member States shall facilitate the tagistrusted to the Al Office, as reflected in this Regulation.

Relevant Recital4:48
Relevant Annexe§/A

Relevant LegislatiomN/A

Recitals:

(148 This Regulation should establish a governance framework that both allows to coordinate and support the
application of this Regulation at national level, as well as build capabilities at Union level and integrate
stakeholders in the field oAl. The effective implementation and enforcement of this Regulation require a
governance framework that allows to coordinate and build up central expertise at Union levAl. Offecewas
established by Commission Decigitfhand has as its mission to develop Union expertise and capabilities in the
field of Aland to contribute to the implementation of Unicawl on Al. Member States should facilitate the tasks

of the Al Office with a view to support the development of Union expertise and capabilities at Union level and to
strengthen the functioning of the digital single market. Furthermore, a Board composed of reptiessrof the
Member States, a scientific panel to integrate the scientific community and an advisory forum to contribute
stakeholder input to the implementation of this RegulatiahlUnionand national level, should be established.

The development of Union expertise and capabilities should also include making use of existing resources and
expertisejn particularthrough synergies with structures built up in the context of the Union level enforcement of
other law and synergies with related initiatives at Union level, such as the EuroHPC Joint Undertaking and the Al

testing andexperimentationfacilities under theédigital EuropeProgramme.

4 Commission Decision of 24.1.2024 establishing the European Artificial Intelligence Office C(2024) 390
https://eur-lex.europa.eu/eli/C/2024/1459/0j
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Article65

Establishment and structure of the European Artificial Intelligence Board
M® | 9dzNRBLISEFY ! NI AFTAOAI fherdbyedtdblisfied. ISy OS . 2 NR O0GKS W. 2|

2. The Board shall be composed of one representative per Member Sthte.European Data Protection
Supervisod KI £ £ LI NOHAOALI GS & 206aSNIBSNXP ¢ K SithbuttakmFperk OS & K| |
in the votes. Other national and Union authorities, bodies or experts may be invited to the meetings by the Board

on a case hy case basis, where the issues discussed are of relevance for them.
3. Each representative shall be designated by their Member State for a peribtkefyears, renewable once.
4. Member States shall ensure that their representatisaghe Board:

(a) have the relevant competences and powers in their Member State so as to contribute actively to the
FOKAS@SYSyld 2F (GKS .A#itlBR QA Gl ala NBEFTSNNBR (2 Ay

(b) are designated as a single contact pointavigs the Board and, where appropriate, taking into account
aSYoSN) {i(ilIiGSaQ ySSRaz a F aay3datsS Oz2yidal Ol LRAYG F2N

Q)

(c) are empowered to facilitate consistency and coordination between national competent authorities in their
Member State as regards the implementation of this Regulation, including through the collection of relevant data

and information for the purpose dtilfilling their tasks on the Board.

)

50 ¢KS RSaAdIylIGSR NBLINBaSyidlraAaAoSa 2F GKS aSYOoOSNI {dFd
thirds majority. The rules of procedure shall, in particular, lay down procedures for the selection ptbeess,

duration ofthe mandateof, and specifications of the tasks, d#fie Chairdetailed arrangements fovoting, and

GKS 2NBIFYyA&lFGA2Y 2 Rhoselfs subgroupsRQa I+ OGABAGASAE | YR

6. The Board shall establish two standing girbups to provide a platform for cooperation and exchange among
market surveillance authorities and notifying authoritesoutissues related to market surveillance and notified

bodies respectively.

The standing suigroup for market surveillance should act as #wbninistrativecooperationgroup (ADCO) for

this Regulatiorwithin the meaning of Article 30 d&tegulation (EU) 2019/1020

The Board may establish other standing or temporary-gudups as appropriate for the purpose of examining
specific issues. Where appropriate, representatives of the advisory forum referred\tticle 67 may be invited

to such subgroups or to specific meetings of those subgroapsbservers.
7. The Board shall be organised and operated so as to safeguard the objectivity and impartiality of its activities.

8. The Board shall be chaired by one of the representatives of the Member States. The Al Office shall provide the
secretariat for the Boargconvene the meetings upon request of the Chaird prepare the agenda in accordance

with the tasks of the Board pursuant to this Regulation and its rules of procedure.

Relevant Recital4:49
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Relevant Annexed/A

Relevant Legislatiomegulation (EU) 2019/1020

Recitals:

(149 In order to facilitate a smooth, effective and harmonised implementation of this Regulation a Board should
be established. The Board should reflect the various interests of the Alystesn and be composed of
representatives of the Member States. ThamBicshould be responsible for a number of advisory tasks, including
issuing opinions, recommendations, advice or contributing to guidance on matters related to the implementation
of this Regulation, including on enforcement matters, technical specifisatioexisting standards regarding the
requirements established in this Regulation and providing advice to the Commission and the Member States and
their national competent authorities on specific questions relatefl.th order to give some flexibility to Member
States in the designation of their representatives in the Board, such representatives may be any persons belonging
to public entities who should have the relevant competences and powers to facilitate coomliaatiational

level and contributed the achievement of the Board's tasks. The Board should establish two standigspb

to provide a platform for cooperation and exchange among market surveillance authorities and notifying
authorities on issues relatetespectivelyto market surveillance and notified bodies. The standing subgroup for
market surveillance should act as thdministrative cooperationgroup (ADCO) for this Regulatiarithin the
meaning of Article 30 oRegulation (EU) 2019/102(n accordancewith Article 33 ofthat Regulation, the
Commission should support the activities of the standing subgroup for market surveillance by undertaking market
evaluations or studiesn particularwith a view to identifying aspects of this Regulation requiring specific and
urgent coordination among market surveillance authorities. The Board may establish other standing or temporary
subgroups as appropriate for the purpose of examining specifie$sssThe Board should also cooperate, as
appropriate, with relevant bionbodies, expes groups and networks active in the context of relevambblaw,

including in particular those active under relevamids law on data, digital products and services.

Article66
Tasks of theBoard

The Board shall advise and assist the Commission and the Member States in order to facilitate the consistent and

effective application of this Regulatiofo that endthe Board may in particular:

(a) contribute to the coordination among national competent authorities responsible for the application of this
Regulation and, in cooperatiomith and subject to agreement of the market surveillance authoritiescerned

support joint activities of market surveillance authorities referred té\ticle 74(11);
(b) collect and share technical and regulatory expertise and best practices among Member States;

(c) provide advicen the implementation of this Regulation, in particular as regards the enforcement of rules on

general purpose Al models;
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(d) contribute to the harmonisation of administrative practices in the Member States, including in relation to the
derogation from the conformity assessment procedures referred triitle 46, the functioning ofAlregulatory

sandboxesand testing in real world conditions referred toAmticle 57, Article 3, Article 60;

(e) at the request of the Commission or on its own initiative, issue recommendations and written opinions on
any relevant matters related to the implementation of this Regulation and to its consistent and effective

application, including:

(i) on the development and application of codes of conduct and sofipractice pursuant to this Regulatiges
wellasof i KS / 2YYA&daAz2yQa 3TJdzA RSt AYySaAT

(ii) the evaluation and review of this Regulation pursuantticle 112, including as regards the serious incident
reports referred to inArticle 73, and the functioning of th&Udatabase referred to ifrticle 71, the preparation
of the delegated or implementing acts, amdregardspossible alignments of this Regulation with thiaion

harmonisation legislatiotisted inAnnexl;

(iii) on technical specifications or existing standards regarding the requirements set out in GHaSECTION
2;

(iv) on the use of harmonised standards or common specifications referred to in AAitlele 40and Article
41;

(v) trends, such as European global competitivenegd, ithe uptake ofAlin the Union and the development of

digital skills;

(vi) trends on the evolving typology of Al value chains, in particular on the resulting implications in terms of

accountability;

(vii) on the potential need for amendment éinnex lllin accordance wittArticle 7 and on the potential need
for possible revision dArticle Hursuant toArticle 112, taking into account relevant available evidence and the

latest developments in technology;

(f) support the Commission in promoting Al literacy, public awareness and understanding of the benefits, risks,

safeguards and rights and obligations in relation to the use of Al systems;

(g) facilitate the development of common criteria and a shared understanding among market operators and
competent authorities of the relevant concepts provided for in this Regulation, including by contributing to the

development of benchmarks;

(h) cooperate, as appropriate, with other Union institutions, bodies, offices and agencies, as well as relevant
Union expert groups and networkis particular in the fields of product safety, cybersecurity, competition, digital

and media services, financial services, consumer protection, data and fundamental rights protection;

(i) contribute to the effective cooperation with the competent authorities of third countries and with

international organisations;
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() assist national competent authorities and the Commission in developing the organisational and technical
expertise required for the implementation of this Regulation, including by contributing to the assessment of

training needs for staff of Member S&st involved in implementing this Regulation;

(k) assist the ADfficein supporting national competent authorities in the establishment and developmeAt of

regulatory sandboxesnd facilitate cooperation and informatiesharing amond\l regulatory sandboxes;
(1) contributeto, and provide relevant advicen, the development of guidance documents;

(m) advise the Commission in relation to international mattersAdn

(n) provide opinions to the Commission on the qualified alerts regarding geperpbse Al models;

(o) receive opinions by the Member states on qualified alerts regardengeral purpose Al modeland on
national experiences and practices on the monitoring and enforcement of the Al systems, in particular systems

integrating the generapurpose Al models.

Relevant Recitalg:49
Relevant Annexeginnex| and Annex Il

Relevant LegislatiomN/A

Article67

Advisory forum

1. An advisory forum shall be established to provide technical expeatigk advisethe Board and the

Commissiopandto contribute to their tasks under this Regulation.

2. The membership of the advisory forum shall represent a balanced selection of stakeholders, including industry,
start-ups, SMEs, civil society and academia. The membership of the advisory forum shall be balanced with regard
to commercial and notommercal interests and, within the category of commercial interests, with regard to

SMEs and other undertakings.

3. The Commission shall appoint the members of the advisory forum, in accordance with the criteria set out in

paragraph2, from among stakeholders with recognised expertise in the field of Al.

4. The term of office of the members of the advisory forum shall be two years, which may be extended by up to

no more than four years.

5. The Fundamental Rights AgenEyNISAthe European Committee for Standardization (CEN), the European
Committee for Electrotechnical Standardization (CENELEC), and the European Telecommunications Standards

Institute (ETSI) shall be permanent members of the advisory forum.
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6. The advisory forum shall draw up its rules of procedure. It shall elect twebaics from among its members,
in accordance with criteria set out in paragraph 2. The term of office of thehaos shall be two years,

renewable once.

7. The advisory forum shall hold meetings at least®a year. The advisory forum may invite experts and other

stakeholders to its meetings.

8. The advisory forum may prepare opinions, recommendations and written contributibtise request of the

Board or the Commission

9. The advisory forum may establish standing or temporary subgroups as appropriate for the purpose of

examining specific questions related to the objectives of this Regulation.

10. The advisory forum shall prepare an annual repartite activities. That report shall be made publicly

available.
Relevant Recital€:50
Relevant AnnexefN/A
Relevant LegislatiomN/A
Recitals:

(150) With a view to ensimg the involvement of stakeholders in the implementation and application of this
Regulation, an advisory forum should be established to advise and provide technical expertise to the Board and
the Commission. To ensure a varied and balanced stakeholder eafatisn between commercial and nen
commercial interest and, within the category of commercial interests, with regards to SMEs and other
undertakings, the advisory forum should comprise inter alia industry,-spet SMES, academia, civil society,
including the social partners, as well as the Fundamental Rights AgemdgAEthe European Committee for
Standardization (CEN), the European Committee for Electrotechnical Standardization (CENELEC) and the

European Telecommunications Standards Institute (ETSI).

Article68
Scientific panel of independent experts
1. The Commission shall, by means of an implementing act, make provisions on the establishment of a scientific
LI ySt 2F AYRSLISYRSy(d SELISNI A& 06 Kebfortemedinatiyitied uhdehisLd y St Q(
Regulation. Tat implementing act shall be adopted in accordance with the examination procedure referred to

in Article 98(2).
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2. The scientific panel shall consist of experts selected by the Commission on the basis-datgscientific or
technical expertise in the field oAl necessaryor the tasks set out in paragraph 3, and shall be able to

demonstrate meeting all of the following conditions:

(a) havingparticular expertise and competence and scientific or technical expertise in the fidld of
(b) independence from any provider of Al systems or geraugbose Al models;

(c)anability to carry out activities diligently, accurately and objectively.

The Commission, in consultation with tioard, shall determine the number of expers the panel in

accordance with the required needs and shall ensure fair gender and geographical representation.
3. The scientific panel shall advise and support the Al Office, in particular with regard to the following tasks:

(a) supporing the implementation and enforcement of this Regulation as regards geperglose Al models

and systems, in particular by

(i) alerting the Al Office of possible systemic risks at Union level of ggnemadse Al models, in accordance

with Article 90;

(i) contributing to the development of tools and methodologies for evaluating capabilities of ggnemdse Al

models and systems, including through benchmarks;

(iiproviding advice on the classificationggneralpurposeAl models with systemic risk;

(iv) providing advice on the classificationvafriousgeneralpurpose Al models and systems;
(v) contributing to the development of tools and templates.
(b) supporingthe work of market surveillance authorities, at their request;

(c) supporing crossborder market surveillance activities as referred toAiricle 74(11), without prejudiceto

the powers of market surveillance authorities;

(d) supporing the Al Officen carrying out its duties in the context of thgnionsafeguardprocedurepursuant

to Article81.

4. The expert®n the scientifigpanelshall perform their tasks with impartialignd objectivity, andshallensure

the confidentiality of information and data obtained in carrying out their tasks and activities. They shall neither
seek nor take instructions from anyone when exercising their tasks under paragraph 3. Each expert shall draw
up a declaration of irdrests, which shall be made publicly available. The Al Office shall establish systems and

procedures to actively manage and prevent potential dotsflof interest.

5. The implementing act referred to in paragraph 1 shall include provisions on the conditions, precaaddre
detailedarrangementdor the scientific panel and its members to issue aleatsd to request the assistance of

the Al Officdor the performance othe tasksof the scientifiqppanel

Relevant Recitald51
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Relevant Annexed/A
Relevant LegislatiomN/A

Recitals:

(151) To support the implementation and enforcement of this Regulation, in particular the monitoring activities
of the Al Office as regards genemlrpose Al models, a scientific panel of independent experts should be
established. The independent experts ¢ibasng the scientific panel should be selected on the basis @bup

date scientific or technical expertise in the fieldhband should perform their tasks with impartiality, objectivity

and ensure the confidentiality of information and data obtainedarrying out their tasks and activities. To allow

the reinforeementnational capacities necessary for the effective enforcement of this Regulation, Member States
should be able to request support from the pool of experts constituting the scientific panel for their enforcement

activities.

Article69

Access to the pool of experts by the Member States

1. Member States may call upon experts of the scientific panel to support their enforcement activities under this

Regulation.

2. The Member States may be required to pay fees for the advice and sympeitied by the experts. The
structure and the level of fees as well as the scale and structure of recoverable costs shall be set out in the
implementing act referred to iArticle68(1), taking into account the objectives of the adequate implementation

of this Regulation, costffectiveness and the necessit§ ensuiing effective access to experter all Member

States.

3. The Commission shall facilitate timely access to the experts by the Member States, as needed, and ensure that
the combination of support activities carried out biypion Al testing support pursuant to Artick4 and experts

pursuant to this Article is efficiently organised and provides the best possible added value.

Relevant Recitald:51
Relevant Annexe$/A

Relevant LegislatiomN/A

SECTIOR

National Competent Authorities
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Article70

Designation of national competenauthorities and single poirg of contact

1. Each Member State shall establish or desigragenational competent authoritieat least one notifying
authority and at least one market surveillance authority for the purposkethis RegulationThose national
competent authorities shall exercise their powers independently, impartially and without bias so as to safeguard
the objectivity of their activities and taskand to ensure the application and implementation of this Regulation.
The members of thse authorities shall refrain from any action incompatible with their duties. Provided that
thoseprinciplesareobserved such actiities and tasks may be performed by onentore designated authorities,

in accordance with the organisational needs of the Member State.

2. Member States shall communicate to the Commission the identity of the notifying authorities and the market
surveillance authorities and the tasks of those authoriteeswell as any subsequent changes thereto. Member
States shall make publicly available information on how competent authorities and single pbaantact can

be contacted, through electronic communication meansZbugust 2025Member States shall designate a
market surveillance authority to act abke single point of contact for this Regulatioand shall notify the
Commission of the identity of the single point of contact. The Commission shall make a list of the single points of

contact publicly available.

3. Member States shall ensure that theational competent authoriesare provided with adequate technical,
financial and human resources, amdth infrastructure to fulfil their tasks effectively under this Regulation. In
particular, the national competent authority shall have a sufficient number of personnel permanently available
whose competences and expertise shall include adeipth understandig of Al technologiesdata and data
computing, personal data protection, cybersecurity, fundamental righézlth and safety risks and knowledge

of existing standards and legal requirements. Member States shall assessretdsifary, update competence

and resource requirements referred to in this paragraph on an annual basis.
4. National competent authorities sha#lke appropriatemeasuredo ensure an adguate level of cybersecurity;

5. When performing their tasks, the national competent authorities shall actdoordince with the

confidentiality obligationset out inArticle 78

6. By2 August 2025and once every two years thereaftélember States shall report to the Commission on the
status of the financial and human resources of the national competent authqnitigls an assessment of their
adequacy. The Commission shall transmit that information to the Board for discussion and possible

recommendations.
7. The Commission shall facilitate the exchange of experience between national competent authorities.

8. National competent authorities may provide guidance and advice on the implementation of this Regulation,
in particular to SMEs including starps, taking into account the guidance and advide¢he Board and the
Commissionas appropriate. Whenever national competent authorities intend to provide guidance and advice
with regard to an Al system in areas covered by other Urdianthe nationalcompetentauthorities under that

Union bw shall be consulted, as appropriate.
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9. When Union institutions, bodiesffices or agencidall within the scope of this Regulation, the European Data

Protection Supervisor shall act as the competent authority for their supervision.

Relevant Recitald4:53and 154
Relevant AnnexedN/A
Relevant LegislatiomN/A

Recitals:

(153 Member States hold a key role in the application and enforcement of this Regulatioat tegpect, each
Member State should designate at least one notifying authority and at least one market surveillance authority as
national competent authorities for the purpose of supervising the application and implementation of this
Regulation. Member Stas may decide to appoint any kind of public entity to perform the tasks of the national
competent authorities within the meaning of this Regulation, in accordanitle their specific national
organisational characteristics and needs. In order to increase organisation efficiency on the side of Member States
and to set a single point of contactdsvis the public and other counterparts at Member State and Unionslevel

each Member State should designate a market surveillance authority to act as single point of contact.

(154) The national competent authorities should exercise their powers independently, impartially and without
bias, so as to safeguard the principles of objectivity of their activities and tasks and to ensure the application and
implementation of this Regulatio The members of these authorities should refrain from any action incompatible

with their duties and should be subject to confidentiality rules under this Reguylation
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Key Points

The European Commission, in collaboration with Member States, will establish and maintain a database for high

risk Al systems as defined in Article 6(2), as well as for Al systems not considerasgkhigiterArticle 3).

a)

b)

c)

d)

Data RegistrationProviders or their authorized representatives must enter data specified in Sections A
and B of Annex VIII into the EU database. Deployers acting on behalf of public authorities must enter

data specified in Section C Ahnex VIl

Accessibility of Information Most information in the EU database will be publicly accessible in a user
friendly and machineeadable format, except for certain sections which are restricted to market
surveillance authorities and the Commission unless consent for public accessvidefrdy the

provider.

Personal DataPersonal data will be included in the database only as necessary, including names and
contact details of individuals responsible for registering the system and who can legally represent the

provider or deployer.

Database ManagementThe Commission will act as the controller of the EU database. Providers,
prospective providers, and deployers will be offered adequate technical and administrative support by

the Commission, while ensuring compliance with accessibility requirements.



CHAPTERIlI
EU DATABASE FOR HRIBK Al SYSTEMS

Article71
EU database for highisk Al systems listed in AnnexX Il

1. The Commission shall,dallaboration with the Member States, set up and maintaired) database containing
information referred to in paragraphs 2 aBdofthis Article concerning highrisk Al systemeeferred to inArticle

6(2) which are registered in accordance with Artickedicle 49 and Article 60 and Al systems that are not
considered as highisk pursuant toArticle 6(3) and which are registered in accordance wittticle 6(4) and

Article Article 49. Whensetting the functional specifications of such database, the Commission shall consult the
relevant experts, and when updating the functional specifications of such database, the Commission shall consult

the Al Board.

2. The data listedh SectionsA and Bof Annex Vllkhall be entered into the EU database by the provider or

where applicablebythe authorised representative.

3. The data listedh Section C ohnnex Vlishall be entered into the EU database by the deployer whar iwho
acts on behalf gfa public authorit, ageng or body, in accordance wittrticle Article49 (3) and @).

4. With the exception of the section referred to rticles Article 49(4) and Article 60(4), point (c), the
information contained in the EU database registered in accordance with Adtititde 49 shall be accessible and
publicly available in a usériendly manner. The information should be easily navigable and mackamable.
The information registered in accordance with Artiélgicle 60 shall be accessible only to market surveillance
authorities and the Commission, unless the prospective provider or provider has given consasbfoaking

this information accessible the public.

5. The EU database shall contain personal data only insofar as necessary for collecting and processing information
in accordance with this Regulation. That information shall inclimenames and contact details of natural
persons who are responsible for registering the system and have the legal authority to represent the provider or

the deployer, as applicable.

6. The Commission shall be the controller of the EU database. It shall make available to providers, prospective
providers and deployers adequate technical and administrative support. The database shall comply with the

applicable accessibility requirements.

Relevant Recital€:31
Relevant Annexeginnex Il Annex VIIE Sections A, B, and C

Relevant LegislatiomN/A
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KeyPoints

1)

2)

3)

4)

5)

PostMarket Monitoring by Providers:

a) Providers must establish a pestarket monitoring system and pogstarket monitoring plan (Annex V)
proportionate to the Al technology risks collecting data on the system's performance. A template and
elements list of such plan will be established by tlhen@ission by February 2026.

b) The system will evaluate Al compliance continually with the obligations set out under the Regulation.

c) Providers with existing posharket systems under Union harmonization legislation can integrate
necessary elements to avoid duplication and minimize additional burdens.

Reporting of Serious Incidents:

a) Providers must report serious incidents to market surveillance authorities where the incident occurred,
immediately upon establishing a causal link or within 15 days of awareness, with stricter timelines for
widespread incidents, death, or as specified.

b) Market surveillance authorities must take appropriate measures within seven days of receiving a
notification.

Market Surveillance and Control of Al Systems

a) Regulation 2019/1020 applies to Al systems, with authorities reporting potential competition issues or
prohibited practices.

b) Specific market surveillance authorities for hggk Al systems are designated based on their
connection to other regulated sectors.

Remedies:

a) Right to lodge a complaintindividuals or entities may submit complaints to the relevant market
surveillance authority if they believe there has been an infringement of this Regulation.

b) Right to explanation of individual decisiemaking:Affected persons have the right to obtain clear and
meaningful explanations from deployers regarding decisions made based oniskighl systems that
significantly affect them.

c) Reporting of infringements and protection of reporting personBirective (EU) 2019/1937 applies to
the reporting of infringements of this Regulation and the protection of persons reporting such
infringements.

Supervision, Enforcement, and Monitoring of GPAI Model Providers:

a) Enforcement:The Commission has exclusive powers to supervise and enforce Chapter V, with tasks
implemented by the Al Office, including evaluations and investigations. The Commission can request
documentation and information from providers.

b) Monitoring: The Al Office can monitor the effective implementation and compliance with this
Regulation by providers of genesalirpose Al models.

c) Alerts of systemic riskThe scientific panel can alert the Al Office of potential systemic risks posed by

generalpurpose Al models.



CHAPTEKR

POSTIMARKET MONITORING, INFORMATION SHAMNG
MARKET SURVEILLANCE

SECTION
PostMarket Monitoring

Article72

Postmarket monitoring by providers and postnarket monitoring plan for highrisk Al systems

1. Providers shall establish and document a puatket monitoring system in a manner that is proportionate to

the nature of theAltechnologies and the risks of the higisk Al system.

2. The postmarket monitoring system shall actively and systematically collect, document and analyse relevant
data which may be provided by deployers or which may be collected through other sources on the performance
of highrisk Al systems throughout thelifetime, andwhich allow the provider to evaluate the continuous
compliance of Al systems with the requirements set ouCiapterlll, SECTIOR. Where relevant, posinarket
monitoring shall include an analysis of the interaction with other Al systems. This obligation shall not cover

sensitive operational data of deployers which are law enforcement authorities.

3. The postmarket monitoring system shall be based on a pwosirket monitoring plan. The posharket
monitoring plan shall be part of the technical documentation referred to in Annex IV. The Commission shall adopt
an implementing act laying down detailpdovisions establishing a template for the pastrket monitoring plan

and the list ofelements to be included in the plan ®yebruary 2026

That implementing act shall be adoptéd accordance with the examination procedure referred toAiricle
98(2).

4. For highrisk Al systems covered by thimion harmonization legislation listed 8ection Aof Annexl, where a
postmarket monitoring system and plaare already established under that legislation, in order to ensure
consistency, avoid duplications and minimise additional burdens, providers shall have adfhioiegrating, as
appropriate, the necessary elements described in paragraphs 1, 2 and 3 using the template referred in paragraph
3 into systens and plars alreadyexistingunderthat legislation providedthat it achieves an equivalent level of

protection.

The firstsubparagraplof this paragraptshall also applyo highrisk Al systems referred to in point 5Afnex I
placed on the market or put into service by financial institutions that are subject to requiremeder Union

financialservices lawegarding their internal governance, arrangements or processes

Relevant Recitald:55

Relevant Annexeginnex| ¢ Section AAnnex Il
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Relevant LegislatiomN/A

Recitals:

(155) In order to ensure that providers of higk Al systems can take into account the experience on the use of
high-risk Al systems for improving their systems and the design and development process or can take any possible
corrective action in a timely maen all providers should have a pasarket monitoring system in place. Where
relevant, postmarket monitoring should include an analysis of the interaction with other Al systems including
other devices and software. Pasiarket monitoring should notover sensitive operational data of deployers

which are law enforcement authorities. This system is also key to ensure that the possible risks emerging from Al
aeaisSya oKAOK O2yGAydzS G2 WtSEHNYyQ I TiaS MiesffRignydandJ I OSR
timely addressed. In this context, providers should also be required to have a system in place to report to the
relevant authorities any serious incidents resulting from the use of their Al systems, meaning incident or
malfunctioning lading to death or serious damage to health, serious and irreversible disruption of the
management and operation of critical infrastructure, infringements of obligations under Union law intended to

protect fundamental rights or serious damage to propertyher environment.

SECTIOR

Sharing of Information orserious Incidents

Article73

Reporting of serious incidents

1. Providers of highisk Al systems placed on the Union market shall report any serious incident to the market

surveillance authorities of the Member States where that incident occurred.

2. The report referred to in paragraph 1 shall be made immediately after the provider has established a causal
link between the Al system and the serious incident or the reasonable likelihood of such a link, and, in any event,
not later than 15 days aftethe provider or, where applicable, the deployer, becomes aware of the serious

incident.

3. Notwithstanding paragraph 2 of this Article, in the event of a widespread infringement or a serious incident as
defined in Article 3 point (49) (b), the report referred to in paragraph 1 of this Article shall be provided
immediately, and not later than two days after the provider or, where applicable, the deployer becomes aware

of that incident.

4. Notwithstanding paragraph 2, in the event of the death of a person, the report shall be provided immediately
after the provider or the deployer has established, or as soon as it suspects, a causal relationship between the
highrisk Al system and the deus incident, but not later than 10 days after the date on which the provider or,

where applicable, the deployer becomes aware of the serious incident.
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5. Where necessary to ensure timely reporting, the provider or, where applicable, the deployer, may submit an

initial report that is incomplete, followed by a complete report.

6. Following the reporting of a serious incident pursuant to paragrapthe provider shall, without delay,
perform the necessary investigations in relation to the serious incident and the Al system concerned. This shall

include a risk assessment of the incidearid corrective action.

The provider shall coperate with the competent authoritiesand where relevant with the notified body
concernedduring the investigations referred to in the first subparagrgaguid shall not perform any investigation
which involves altering the Al system concerned in a way which may affect any subsequent evaluation of the

causes of the incident, prior to informing the competent authorities of such action.

7. Upon receiving a notification related to a serious incident referred tartitle 3 point (49)(c), the relevant
market surveillance authority shall inform the national public authorities or bodies referred Aatiicie 77(1).
The Commission shall develop dedicated guidance to facilitate compliance with the obligations set out in

paragraph Jof this Article That guidance shall be issuleg2 August 2025 anghall be assessed regularly.

8. The market surveillance authority shall take appropriate measures, as profadedArticle 19 ofRegulation
(EU)2019/102Q within sevendays from the date it received the notification referred to in paragrapsf this

Article, andshallfollow the notification procedures as provided iratrRegulation.

9. For highrisk Al systems referred to #innex Ithat are placed on the market or put into service by providers
that are subject to Union legislative instruments laying down reporting obligations equivalent to those set out in

this Regulation, the notification of serious incidents shall be limited ts¢heferred to imArticle 3 point(49)(c).

10. For highrisk Al systems which are safety components of devices, or are themselves devices, covered by
Regulatios (EU) 2017/74%nd (EU) 2017/746the notification of serious incidents shall be limited to those
referred to inArticle 3 point (49)(c)of this Regulationand shallbe made to the national competent authority

chosen for tlat purpose by the Member States whereetimcident occurred.

11. National competent authorities shall immediately notify the Commission of any serious incident, whether or

not they havetaken action on it, in accordance with Article 20R#gulation 2019/1020

Relevant Recitalg:55
Relevant Annexegnnex Il

Relevant Legislatioegulation 2019/1020Reqgulation (EU) 2017/7%md Regulation (EU) 2017/746
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SECTIOBI

Enforcement

Article74

Market surveillance and control of Al systems in tlunion market

1. Regulation (EU) 2019/102hall apply to Al systems covered by this Regulatton.the purposs of the

effective enforcement of this Regulation:

(a) any reference to an economic operator un&agulation (EU) 2019/102hall be understood as including all

operators identified irArticle 1) of this Regulation;

(b) any reference to a product und®egulation (EU) 2019/102Mall be understood ascluding all Al systems

falling within the scope of this Regulation.

2. As part of their reporting obligations under Article 34(4iRefjulation (EU) 2019/102the market surveillance
authorities shall report annuallyto the Commission and relevant national competition authorities any
information identified in the course of market surveillance activities that may be of potential interest for the
application of Union law on competition rules. They shall also annugllyrtréo the Commission about the use

of prohibited practices that occurred during that year and about theasures taken.

3. For highkrisk Al systems related to produatsveredby the Union harmonization legislation listed in Section A
of Annexl, the market surveillance authority for the purposes of this Regulation shall be the authority responsible

for market surveillance activities designated under those legal acts.

By derogation from thdirst subparagraph and in appropriatecircumstancesMember States may designate
another relevant authority to act as a market surveillance authpptgvided they ensurecoordinationwith the
relevant sectoral market surveillance authorities responsible for the enforcement of/then harmonization

legslationlisted inAnnexl.

4. The procedures referred to in Articlésticle 79 to Article 83 of this Regulation shall not apply to Al systems
related to productscoveredby the Union harmonization legislation listed in Sectionf Annex|, where such
legal acts already provide for procedures ensuring an equivalent level of protection and having the same

objective. In such casgtherelevantsectoral procedures shall apply instead

5. Without prejudice to the powers of market surveillance authorities under Article 1Reagfulation (EU)
2019/102Q for the purpose of ensuring the effective enforcement of this Regulation, market surveillance
authorities may exercise the powers referred toArticle 144), points(d) and (j) of that Regulation remotely

as appropriate.

6. For highrisk Al systems placed on the market, put into serviceused by financial institutions regulated by
Unionfinancial servicetaw, the market surveillance authority for the purposes of this Regulation shall be the
relevant national authority responsible for the financial supervision of those institutions under that legislation in
so far as the placement on the market, putting inengce or the use of the Al system is in direct connection

with the provision of those financial services.
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7. By way ofderogation from paragrapt®, in appropriate circumstancesand provided that coordination is
ensured,another relevant authority may be identified by the Member State as market surveillance authority for

the purposes of this Regulation.

National market surveillance authorities supervising regulated credit institutions regulated uDidective
2013/36/EU which are participating in the Single Supervisory Mechanism establish&gdpylation(EY No
1204/2013 should report, without delay, to the European Central Bank any information identified in the course
of their market surveillance activities that may be of potential interest for the prudential supervisoryabiies

European Central Bardpecifiedin that Regulation.

8. For highrisk Al systems listed in pointaf Annex llto this Regulationin so far as the systems are used for
law enforcement purposesdordermanagement and justice and democracy, and for kigh Al systemdisted

in points 6, 7 and 8 oAnnex lllto this Regulation Member States shall designate as market surveillance
authorities for the purposes of this Regulation either the competent data protection supervisory authorities
underRegulation 2016/679r Directive (EU) 2016/680r any other authority designated pursuant to the same
conditionslaid down in Articledl to 44 ofDirective (EU) 2016/68Marketsurveillance activities shall in no way
affect the independence of judicial authoritiesr otherwise interfere with their activities when acting in their

judicial capacity

9. Where Union institutionshodies,offices oragencies fall within the scope of this Regulation, the European
Data Protection Supervisor shall act as their market surveillance authexitgpt in relation to the Court of

Justiceof the European Unioacting in its judicial capacity.

10. Member States shall facilitate the coordination between market surveillance authorities designated under
this Regulation and other relevant national authorities or bodies which supervise the application of Union
harmonisation legislation listed iAnnex|, or in other Union &w, that might be relevant for the highisk Al

systems referred to i\nnex Il

11. Market surveillance authorities and the Commission shall be able to propose joint activities, including joint
investigations, to be conducted by either market surveillance authorities or market surveillance authorities
jointly with the Commission, thatdve the aim of promoting compliance, identifying rRoompliance, raising
awareness and providing guidance in relation to this Regulation with respect to specific categoriesrizkidgh
systems that are found to present a serious risk actassor mare Member States in accordance with Article 9

of Regulation (EU) 2019/1020he Al Office shall provide coordination support for joint investigations.

12. Without prejudice to powers providefdr underRegulation (EU) 2019/1028nd where relevant and limited

to what is necessary to fulfil their tasks, the market surveillance authorities shall be granted full access by the
providersto the documentation as well as the training, validation and testing data used for the development

of the highrisk Al systers) including, where appropriate and subject to security safeguards, through application

programming interfaces (API) or other relevant technicahnmgeand tools enabling remote access.

13. Market surveillance authorities shall be granted access to the source code of thaghigki system upon a

reasoned request and only whéroth ofthe following conditions are fulfilled:
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(a) access to source code is necessary to assess the conformity ofrskighsystem with the requirements set
out in Chapterlll, SECTIOR and

(b) testingor auditing procedures and verifications based on the data and documentation provided by the

provider have been exhausted or proved insufficient.

14. Any information and documentation obtained by market surveillance authorities shall be treated in

compliance with the confidentiality obligations set outArticle 78

Relevant Recital4:56- 158, 160
Relevant Annexeginnexl, Annex Ill

Relevant LegislatioiRequlation (EU) 2019/102Bequlation 2016/679Reqgulation (EU) No 1204/2013
Directive (EU) 2016/68Directive 2013/36/EU

Recitals:

(156) In order to ensure an appropriate and effective enforcement of the requirements and obligations set out by
this Regulation, which is Union harmonisation legislation, the system of market surveillance and compliance of
products established bgegulation (EU) 2019/10Zhould apply in its entirety. Market surveillance authorities
designated pursuant to this Regulation should have all enforcement pdaidrglownthis Regulation and
Regulation (EU) 2019/102hd should exercise their powers and carry out their duties independently, impartially
and without bias. Although the majority of Al systems are not subject to specific requirements and obligations
under this Regulation, market surveillance authorities nag measures in relation to all Al systems when they
present a risk in accordance with this Regulation. Due to the specific nature of Union institutions, agencies and
bodies falling within the scope of this Regulation, it is appropriate to designatEuftepean Data Protection
Supervisor as a competent market surveillance authority for them. This should be without prejudice to the
designation of national competent authorities by the Member States. Market surveillance activities should not
affect the abiity of the supervised entities to carry out their tasks independently, when such independence is

required by Union law.

(157) This Regulation is without prejudice to the competences, tasks, powers and independence of relevant
national public authorities or bodies which supervise the application of Union law protecting fundamental rights,
including equality bodies and data proten authorities. Where necessary for their mandate, those national
public authorities or bodies should also have access to any documentation created under this Regulation. A
specific safeguard procedure should be set for ensuring adequate and @nfelgement against Al systems
presenting a risk to health, safety and fundamental rights. The procedure for such Al systems presenting a risk
should be applied to highsk Al systems presenting a risk, prohibited systems which have been placed on the
market, put into service or used in violation of the prohibited practices laid down in this Regulation and Al systems
which have been made available in violation of the transparency requirements laid down in this Regulation and

present a risk.
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(158 Union financial servicdaw includes internal governance and rslanagement rules and requirements
which are applicable to regulated financial institutions in the course of provision of those services, including when
they make use of Al systems. In order to ensure coherent application and enforcement of the obligatgrns

this Regulation and relevant rules and requirements of the Union financial serviakadéegin particularthe
competent authorities for the supervision and enforcement of#hegal actsn particularcompetent authorities

as defined irRegulation (EU) N675/2013 of the European Parliament and of the CoufRiland Directives
2008/48/EC(*9), 2009/138/EC(*"), 2013/36/EU(*®), 2014/17/EU(*) and (EY 2016/97 (*°) of the European
Parliament and of the Council, should be designated, within their respective competences, as competent
authorities for the purpose of supervising the implementation of this Regulation, including for market surveillance
activities, as regarsl Al systems provided or used by regulated and supervised financial institutions unless

Member States decide to designate another authority to fulfil these market surveillance tasks.

Those competent authorities should have all powers under this RegulatioRemdation (EU) 2019/1020

enforce the requirements and obligations of titegulation, including powers to carry our ex post market
surveillance activities that can be integrated, as appropriate, into their existing supervisory mechanisms and
procedures under the relevant Union financial serviaes It is appropriate to envisage that, when acting as

market surveillance authorities under this Regulation, the national authorities responsible for the supervision of

credit institutions regulated undebDirective 2013/36/ElJwhich are participating in the Single Supervisory
Mechanism established by Council RegulafiBld)No 1024/2a3 (*%), should report, without delay, to the

European Central Bank any information identified in the course of their market surveillance activities that may be
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45 Regulation (EU) No 575/2013 of the European Parliament and of the Council of 26 Juren Z0i@ential
requirements for credit institutions and investment firms and amending Regulation (EU) No 648/2012 (OJ L 176,
27.6.2013, p. Inttps://eur-lex.europa.eu/legatontent/EN/TXT/?uri=celex%3A32013R0575

46 Directive 2008/48/EC of the European Parliament and of the Council of 23 April 2008 on credit agreements for
consumers and repealing Council Directive 87/102/EEC (OJ L 133, 22.5.2008,, mit@6)eur-
lex.europa.eu/legatontent/EN /TXT/?uri=CELEX%3A32008L.0048

47 Directive 2009/138/EC of the European Parliament and of the Council of 25 November 2009 on thepaking
and pursuit of the business of Insurance and Reinsurance (Solvency Il) (OJ L 335, 17.12.200%sp/d)r -
lex.europa.eu/legatontent/EN/TXT/?uri=celex%3A32009L0138

48 Directive 2013/36/EU of the European Parliament and of the Council of 26 June 2013 on access to the activity
of credit institutions and the prudential supervision of credit institutions and investment firms, amending
Directive 2002/87/EC and repealing [Ritiges 2006/48/EC and 2006/49/EC (OJ L 176, 27.6.2013, p. 338)
https://eur-lex.europa.eu/legatontent/EN/TXT/?uri=celex%3A32013L0036

4 Directive 2014/17/EU of the European Parliament and of the Council of 4 February 2014 on credit agreements
for consumers relating to residential immovable property and amending Directives 2008/48/EC and 2013/36/EU
and Regulation (EU) No 1093/2010 (OJ 128(2.2014, p. 34htips://eur-lex.europa.eu/eli/dir/2014/17/0j

%0 Directive (EU) 2016/97 of the European Parliament and of the Council of 20 January 2016 on insurance
distribution (0J L 26, 2.2.2016, p. J19) https://eur-lex.europa.eu/legal
content/EN/TXT/?uri=CELEX%3A32016L0097

51 Council Regulation (EU) No 1024/2013 of 15 October 2013 conferring specific tasks on the European Central
Bank concerning policies relating to the prudential supervision of credit institutions (OJ L 287, 29.10.2013, p. 63)
https://eur-lex.europa.eu/legatontent/EN/TXT/?uri=celex%3A32013R1024
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To further enhance the consistency between this Regulation and the rules applicable to credit institutions
regulated undemirective 2013/36/EUA G A a |t &2 FLIINBLINAFGS (G2 AydiSaNrds
obligations in relation to risk management, post marketing monitoring and documentation into the existing
obligations and procedures undBirective 2013/36/EUIn order to avoid overlaps, limited derogations should

also be envisaged in relation to the quality management system of providers and the monitoring obligation placed

on deployers of highisk Al systems to the extent that these apply to credit instig regulated byDirective

2013/36/EU The same regime should apply to insurance aAdserance undertakings and insurance holding
companies undddirective 2009/138/Eand the insurance intermediaries und&rective(EU)2016/97and other

types of financial institutions subject to requirements regarding internal governance, arrangements or processes
established pursuant to the relevant Union financial servieegd ensure consistency and equal treatment in

the financial sector.

(160 The market surveillance authorities and the Commission should be able to propose joint activities, including
joint investigations, to be conducted by market surveillance authorities or market surveillance authorities jointly
with the Commission, that havthe aim of promoting compliance, identifying roompliance, raising awareness

and providing guidance in relation to this Regulation with respect to specific categories -oiskigh systems

that are found to present a serious risk acrtves or mae Member StatesJoint activities to promote compliance
should be carried out in accordance with Article Refjulation (EU) 2019/1020he Al Office should provide

coordination support for joint investigations

Article75

Mutual Assistance, market surveillance and control of genepairpose Al systems

1. Where an Al system is based ogemeral purpose Al modeind the model and the system are developed by
the same provider, the Al office shall have powers to monitor and supervise complianca 8 ystem with
obligations of this Regulation. To cawyt its monitoring and supervision taskthe Al Office shall have all the

powers of a market surveillance authorjyovided forin this Sectiorand Regulation (EU) 2019/1020

2. Where the relevant market surveillance authorities have sufficient reason to consider general purpose Al
systems that can be used directly by deployers for at least one purpose that is classified-askhginsuant to

this Regulatiorto be non-compliant with the requirements laid down in this Regulatitiney shall cooperate

with the Al Office to carry outomplianceevaluatiors, andshallinform the Board and other market surveillance

authorities accordingly.

3. When a market surveillance authority is unable to conclude its investigdtibe bighrisk Al system because
of its inability to access certain information related to theneralpurposeAl model despite having made all
appropriate efforts to obtain that information, it may submit a reasoned request to the Al Offjoshichaccess
to that information shallbe enforced. In tht case the Al Office shall supply to the applicant authority without
delay, and in any event within 30 days, any informatioat the Al Office considers to be relevant in order to

establish whether a highisk Al system is necompliant. Market surveillanceauthorities shall safeguard the
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confidentiality of the information they obtain in accordance with theicle 780of this RegulationThe procedure

providedfor in Chapter VI of th&egulation (EU) 2019/102ball applymutatis mutandis

Relevant Recitald:61
Relevant AnnexedN/A

Relevant Legislatiomegulation (EU) 2019/1020

Recitals:

(161) It is necessary to clarify the responsibilities and competences at Union and national level as regards Al
systems that are built on generplrpose Al models. To avoid overlapping competences, where an Al system is
based on a generglurpose Al modeand the model and system are provided by the same provider, the
supervision should take place at Union level through the Al Office, which should have the powers of a market
surveillance authority within the meaning Bfegulation (EU) 2019/102f@r this purpose. In all other cases,
national market surveillance authorities remain responsible for the supervision of Al systems. However, for
generatpurpose Al systems that can be used directly by deployers for at least one purpose that is dassified
high-risk, market surveillance authorities should cooperate with the Al Office to carry out evaluations of
compliance and inform the Board and other market surveillance authorities accordingly. Furthermore, market
surveillance authorities should be aliterequest assistance from the Al Office where the market surveillance
authority is unable to conclude an investigation on a higk Al system because of its inability to access certain
information related to the generglurpose Al model on which theghirisk Al system is built. In such cases, the
procedure regarding mutual assistance in crbesder cases in Chapter VIRégulation (EU) 2019/10Zhould

apply mutatis mutandis.

Article76

Supervision of testing in real world conditions by market surveillance authorities

1. Market surveillance authorities shall have the competerared powers to ensure that testing in real world

conditions is in accordance with this Regulation.

2. Where testing in real world conditions is conducted for Al systems that are supervised within an Al regulatory
sandbox undeArticle 58, the market surveillance authorities shall verify the compliance witiicle 60 as part
of their supervisory role for the Al regulatory sandbox. Those authorities may, as appropriate, allow the testing
in real world conditions to be conducted by the provider or prospective proyitlederogationfrom the

conditions set out irArticle 60 (4), points(f) and (g).

3. Where a market surveillance authority has been informed by the prospective provider, the provider or any
third party of a serious incident or has other grounds for considering that the conditions set Auidle 60 and

Article61are not met, it may takeither of the following decisions on its territory, as appropriate:
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(a)to suspend or terminate the testing in real world conditions;

(b) to require the provider or prospective provider anthe deployer or prospective deployeto modify any

aspect of the testing in real world conditions.

4. Where a market surveillance authority has taken a decision referred to in paragraph 3 of this értice
issued an objection within the meaningAiticle 60 (4), point(b), the decision or the objection shall indicate the

grounds theréor how the provider or prospective provideanchallenge the decision or objection.

5. Where applicable, where a market surveillance authority has taken a decision referred to in paragraph 3, it
shall communicate the grounds therefor to the market surveillance authorities of other Member States in which

the Al system has been tested incacdance with the testing plan.

Relevant Recital$5, 138, 141
Relevant Annexed/A

Relevant LegislatiomN/A

Article77

Powers of authorities protecting fundamental rights

1. National public authorities or bodies which supervise or enforce the respect of obligations under Union law
protecting fundamental rights, including the right to ndiscrimination, in relation to the use of higrsk Al
systems referred to irAnnex llishall have the power to request and access any documentation created or
maintained under this Regulation #ccessibldanguage and format when access to that documentation is
necessary for effectively fulfilling their mandatwithin the limits of their jurisdiction. The relevant public
authority or body shall inform the market surveillance authority of the Member State concerned of any such

request.

2. By 2 November 2024each Member State shall identify the public authorities or bodies referred to in
paragraphl and make a lisvf thempublicly available. Member States shall notify the list to the Commission and

to other Member Statesandshallkeep the list up to date.

3. Where the documentation referred to in paragraflis insufficient to ascertain whethemanfringementof
obligations under Union law proteicg fundamental rights has occurred, the public authority or body referred

to in paragraphl may make a reasoned request to the market surveillance authority, to organise testing of the
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highrisk Al system through technical means. The market surveillance authority shall organise the testing with

the close involvement of the requesting public authority or body within reasonable time following the request.

4. Any informationor documentation obtained by the national public authorities or bodies referred to in
paragraphl of this Article pursuant to this Articleshall be treated inaccordancewith the confidentiality

obligations set out ifrticle 78

Relevant Recitald:57
Relevant Annexegnnex Il

Relevant LegislatiomN/A

Article 78
Confidentiality

1. The Commission, market surveillance authorities and notified bodies and any other natural or legal person
involved in the application of this Regulatishall, in accordance with Union or national law, respect the
confidentiality of information and data obtained in carrying out their tasks and activities in such a manner as to

protect, in particular:

(a) the intellectual property rights antbnfidential business information or trade secrets of a natural or legal
person, including source code, except in the cases referred to in Article 5 of Directive (EU) 2016/943 of the

European Parliament and of the Courfe);

(b) the effective implementation of this Regulation, in particular for the purposes of inspections, investigations

or audits;

(c) public and national security interests;

(d) the conduct of criminal or administrative proceedings;
(e) information classified pursuant to Union or national law.

2. The authorities involved in the application of this Regulation pursuant to paragraph 1 shall request only data
that is strictly necessary for the assessment of the risk posed by Al systems and for the exercise of their powers
in accordance with this Rafation and withRegulation (EU) 2019/102They shall put in place adequate and

effective cybersecurity measures to protect the security and confidentiality of the information and data

52 Directive (EU) 2016/943 of the European Parliament and of the Council of 8 June 2016 on the protection of
undisclosed knowhow and business information (trade secrets) against their unlawful acquisition, use and
disclosure (OJ L 157, 15.6.2016, phiips://eur-lex.europa.eu/eli/dir/2016/943/0j
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obtained, and shall delete the data collected as soon as it is no longer needed for the purpose for which it was

obtained, in accordance with applicable Union or national law.

3. Without prejudice to paragraphs 1 and 2, information exchanged on a confidentiabeasisen the

national competent authorities or between national competent authorities #mel Commission shall not be
disclosed without prior consultation of the originatingtional competent authority and the deployer when
highrisk Al systems referred to point 1, 6 or 7 ofAnnex llare used by law enforcement, border control,
immigration orasylum authorities and when such disclosure would jeopardise public and national security
interests. This exchange of information shall not cover sensitive operational dakaiion to the activities of

law enforcement, border control, immigration or asylauathorities.

When the law enforcement, immigration or asylum authorities are providers oftighAl systems referred to

in point 1, 6 or 7 oAnnex Il the technical documentation referred to AnnexIV shall remain within the

premises of those authorities. Those authorities shall ensure that the market surveillance authorities referred
to in Article 74(8) and (9), as applicable, can, upon request, immediately access the documentation or obtain a
copy thereof. Only staff of the market surveillance authority holding the appropriate level of security clearance

shall be allowed to access that documentatmmany copy thereof.

4. Paragraphs 1, 2 and 3 shall not affect the rights or obligations of the Commission, Member States and their
relevant authorities, as well as those of notified bodies, with regard to the exchange of information and the
dissemination of warnings, includjrin the context of crosborder cooperation, nor shall they affect the

obligations of the parties concerned to provide information under criminal law of the Member States.

5. The Commission and Member States may exchange, where necessary and in accordance with relevant
provisions of international and trade agreements, confidential information with regulatory authorities of third
countries with which they have concluded béedl or multilateral confidentiality arrangements guaranteeing

an adequate level of confidentiality.

Relevant Recitals: 167
Relevant Annexeginnex llland AnnexIV

Relevant Legislatioegulation (EU) 2019/1020

Recitals:

(167) In order to ensure trustful and constructive cooperation of competent authorities on Union and national
level, all parties involved in trapplication of this Regulation should respect the confidentiality of information
and data obtained in carrying out their tasks, in accordance with Union or national law. They should carry out
their tasks and activities in such a manner as to protect, itiquéar, intellectual property rights, confidential
business information and trade secrets, the effective implementation of this Regulation, public and national
security interests, the integrity of criminal and administrative proceedings, and the igtegatassified

information.
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Article79

Procedureat national levelfor dealing with Al systems presenting a risk

1. Al systems presenting a risk shall be understooddpsaaiuct presenting a rigikdefined in Article 3, point 19
of Regulation (EU) 2019/102sofar aghey presentrisks to the health or safetyr to fundamental rightsof

persons.

2. Where the market surveillance authority of a Member State has sufficient reason to coasidésystento
present a risk as referred to in paragraptoflLthis Article it shall carry out an evaluation of the Al system
concerned in respect of its compliance with all tieguirements and obligations laid down in this Regulation.
Particular attention shall be given to Al systems presenting a risk to vulnerable grodfpsre risks to
fundamental rights are identified, the market surveillance authority shall also inform and fully cooperate with
the relevant national public authorities or bodies referred toArticle 77(1). The relevant operators shall
cooperate as necessary with the market surveillance authoritywitithe other national public authorities or

bodies referred to irArticle 77(1).

Where, in the course of that evaluation, the market surveillance authamtywhere applicablethe market
surveillance authorityn cooperation with the national public authority referred toAmticle 77(1), finds that the

Al system does not comply with the requirements and obligations laid down in this Regulation, it shall without
undue delay require the relevant operator to take all appropriate corrective actions to bring the Al system into
compliance, to ithdraw the Al system from the market, or to recall it within a peribd marketsurveillance
authoritymay prescribeand in any eventvithin the shorterof 15working daysor as provided for in the relevant

Union harmonisationdgislation.

The market surveillance authority shall inform the relevant notified body accordingly. Article R8gofation

(EU) 2019/1028hall apply to the measures referred to in the second subparagoéfihis paragraph

3.Where the market surveillance authority considers that wmmpliance is not restricted to its national
territory, it shall inform the Commissiand the other Member States without undue delay of the results of the

evaluation and of the actions which it has required the operator to take.

4. The operator shall ensure that all appropriate corrective action is taken in respect of all the Al systems

concerned that it has made available on the Union market.

5. Where the operator of an Al system does not take adequate corrective action within the period referred to in
paragraph 2, the market surveillance authority shall take all appropriate provisional measures to prohibit or
restrict the Al system's being madeailable on its national market or put into service, to withdraw the product

or the standalone Al system from that market or to recall it. That authority shall without undue delay notify the

Commission and the other Member States of those measures.

6. The notification referred to in paragraph 5 shall include all available details, in particular the information
necessary for the identification of the namompliant Al system, the origin of the Al system and the supply chain,

the nature of the norcompiance alleged and the risk involved, the nature and duration of the national measures
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taken and the arguments put forward by the relevant operator. In particular, the market surveillance authorities

shall indicate whether the nenompliance is due to one or more of the following:
(a) nonrcompliance with the prohibition of thAl practices referred to idrticle 5
(b) a failure of a highisk Al system to meet requirements set outGhapterll, SECTIOR

(c) shortcomings in the harmonised standards or common specifications referred to in Articles 40 and 41

conferring a presumption of conformity;
(d) noncompliance withArticle 50;

7. The market surveillance authoritiether than the market surveillance authority of the Member State initiating
the procedure shallwithout undue delayinform the Commission and the other Member States of any measures
adopted and of any additional information at their disposal relating to the-oompliance of the Al system

concerned, and, in the event of disagreement with the notified national measiitbeir objections.

8. Where, within three months of receipt of the notification referred to in paragraphthis Article no objection

has been raised by either a market surveillance authority of a Member Stétetbhe Commission in respect of

a provisional measure taken by a market surveillance authority of another Member State, that measure shall be
deemed justified. Thishall be without prejudice to the procedural rights of the concerned operator in
accordance with Article 18 &tegulation (EU) 2019/102Thethree-month period referred to irthis paragraph

shall be reduced t80days in the event of naoompliance with the prohibition of th&lpractices referred to in

Article 50f this Regulation

9. The market surveillance authorities shall ensure that appropriate restrictive measures are taken in respect of
the product or the Al system concerned, such as withdrawal of the product or the Al system from their market,

without undue delay.

Relevant Recitald:59
Relevant Annexe$/A

Relevant LegislatioriRegulation (EU) 2019/1020

Recitals:

(159) Each market surveillance authority for higék Al systems listed the area of biometricsaslisted in an

annex to this Regulatioimsofar aghose systems are usdle purposes ofaw enforcementmigration, asylum

and border control managemendr the administration of justice and democratic processiesuld have effective
investigative and corrective powers, including at least the power to obtain access to all personal data that are
being processed and to all information necessary for the performance of its tasks. The market surveillance
authorities slould be able to exercise their powers by acting with complete independence. Any limitations of their

access to sensitive operational data under this Regulation should be without prejudice to the powers conferred
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to them byDirective(EU)2016/68Q No exclusion on disclosing data to national data protection authorities under

this Regulation should affect the current or future powers of those authorities beyond the scope of this Regulation

Article80

Procedure for dealing with Al systems classified by the providenas-high-risk in application of Annex IlI

1. Where a market surveillance authority has sufficient reason to consider that an Al system classified by the
provider amon-high-riskpursuant toArticle 3)is indeed higkrisk, the market surveillance authority shall carry
out an evaluation of the Al system concerned in respect of its classification asiéskigh system based on the

conditions set out irArticle 6(3) and the Commission guidelines.

2. Where, in the course of that evaluation, the market surveillance authority finds that the Al system concerned
is highrisk, it shall without undue delay require the relevant provider to take all necessary actions to bring the
Al system into complianceith the requirements and obligations laid down in this Regulatemwell as take

appropriate corrective action within a periotié market surveillance authority mgyrescribe.

3. Where the market surveillance authority considers that the use of the Al system concerned is not restricted to
its national territory, it shall inform the Commission and the other Member States without undue delay of the

results of the evaluation and tfie actions which it has required the provider to take.

4. The provider shall ensure that all necessary action is taken to bring the Al system into compliance with the
requirements and obligations laid down in this Regulation. Where the provider of an Al system concerned does
not bring the Al system into complice with thoserequirements and obligations within the period referred to

in paragraph 2f this Article the provider shall be subject to fines in accordance itticle 99

5. The provider shall ensure that all appropriate corrective action is taken in respect of all the Al systems

concerned that it has made available on tdeionmarket.

6. Where the provider of the Al system concerned does not take adequate corrective action within the period

referred to in paragraph 8f this Article Article 79(5) to (9)shallapply.

7. Where, in the course of éhevaluation pursuant to paragraph df this Article the market surveillance
authority establishes that the Al system was misclassified by the providemasigieriskin orderto circumvent
the application of requirements i€hapterlll, SECTION, the provider shall be subject to fines in accordance
with Article 99

8. In exercising their power to monitor the application of this arfielad in accordance with Article 11 of
Regulation (EU) 2019/102harket surveillance authorities may perform appropriate checks, taking into account

in particular information stored in the EU database referred tdiiticle 710f this Regulation

Relevant Recital$N/A.

Relevant Annexeginnex Il
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Relevant Legislatiozegulation (EU) 2019/1020

Article81

Union safeguard procedure

1. Where, within three months of receipt of the notification referred todirticle 79(5), orwithin 30 days in the

case of norcompliance with the prohibition of thél practices referred to irrticle 5 objections are raised by

the market surveillance authority of a Member State a measure taken by another market surveillance
authority, or where the Commission considers the measure to be contrary to Union law, the Commission shall
without undue delay enter into consultation with the market surveillance authority of the relevamidée State

and the operator or operatorsand shall evaluate the national measure. On the basis of the results of that
evaluation, the Commission shaflithin six months, owithin 60 days in the case of namompliance with the
prohibition of theAl practices referred to irArticle 5§ starting from the natification referred to iArticle 79 (5),

decide whether the national measuigjustifiedandshallnotify its decision to the market surveillance authority

of the Member State concerned. The Commission shall also inform all other market surveillance authorities of

its decision.

2.Where the Commission considelhe measure taken by the relevant Member Stadebejustified, all Member
States shall ensure thalhey takeappropriate restrictive measurda respect of the Al sysin concerned, such
as requiring thewithdrawal of the Al system from their market without undue delay, and shall inform the
Commission accordinglWherethe Commissioconsiders the national measures to be unjustifidte Member

State concerned shall withdraw the measure at@llinform the Commission accordingly.

3. Where the national measure is considered justified and thecmnpliance of the Al system is attributed to
shortcomings in the harmonised standards or common specifications referred to in AAitiele 4(Article 41

of this Regulation, the Commission shall apply the procedure provided for in Article 11 of Regulation (EU) No
1025/2012.

Relevant Recital$/A.
Relevant Annexed/A

Relevant LegislatiomN/A

Article82

Compliant Al systems which present a risk

1. Where, having performed an evaluation underticle 79, after consulting the relevant national public
authority referred to inArticle 77(1), the market surveillance authority of a Member State finds that although a
high-risk Al system is in compliance with this Regulatiomeiterthelesgpresents a risk to the health or safety of

persons,to fundamental rights, or to other aspects of public interest protection, it shall require the relevant
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operator to take all appropriate measures to ensure that the Al system concerned, when placed on the market

or put into service, no longer presents that risk without undue delay, within a period it may prescribe.

2. The provider or other relevant operator shall ensure that corrective action is taken in respect of all the Al
systems concerned thdtthasmade available on th&lnionmarket within the timeline prescribed by the market

surveillance authority of the Member State referred to in paragraph 1.

3. The Member States shall immediately inform the Commission and the other Member &tatéisding under
paragraph 1 That information shall include all available details, in particular the data necessary for the
identification of the Al system concerned, the origin and the supply chain of the Al system, the nature of the risk

involved and the nature and duration of thetional measures taken.

4. The Commission shall without undue delay enter into consultation with the Member States concerned and the
relevant operatos,and shall evaluate the national measures taken. On the basis of the results of that evaluation,
the Commission shall decide whether the measure is justified and, where necessary, potperssopropriate

measures.

5. The Commission shall immediately communicate its decision to the Member States concerned and to the

relevant operators. It shall also inforthe other Member States.

Relevant Recital$/A.
Relevant Annexe§/A

Relevant LegislatiomN/A

Article83

Formal noncompliance

1. Where the market surveillance authority of a Member State makes one of the following findsig| require

the relevant provider to put an end to the nemompliance concerned, within a period it may prescribe:
(a) the CE marking has been affixed in violatioArtitle 48;

(b) the CE marking has not been affixed;

(c)the EU declaration of conformity referred to in Article 47 has not been drawn up;

(d) the EU declaration of conformity referred toAumticle 47 has not been drawn up correctly

(e) the registration in the EU databaseferred to inArticle 71 has not been carried out;

(f) where applicableno authorised representative has been appointed.

(g) technical documentation is not available

2. Where the norcompliance referred to in paragraph 1 persists, the market surveillance authority of the

Member State concerned shall take appropriate and proportionate measures to restrict or prohibit thadkigh
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Al system being made available on the marketmensure that it is recalled or withdrawn from the market

without delay.

Relevant RecitalN/A.
Relevant AnnexedN/A

Relevant LegislatiomN/A

Article84
Union Al testing support structures
1. The Commission shall designate one or mdn@n Al testing support structures to perform the tasks listed
under Article 21(6) oRegulation (EU) 2019/1020 the area ofAl
2. Without prejudice to the tasks referred to in paragraph tidd Al testing support structure shall also provide

independent technical or scientific advice at the request of the Board, the Commission, or market surveillance

authorities.
Relevant Recital4:52,170and 171
Relevant Annexed/A
Relevant Legislatioegulation (EU) 2019/1020
Recitals:

(152) In order to support adequate enforcement as regards Al systems and reinforce the capacities of the Member
States, Union Al testing support structures should be established and made available to the Member States.
(170 Union and national law already provide effective remedies to natural and legal persons whose rights and
freedoms are adversely affected by the use of Al systems. Without prejudice to those remedies, any natural or
legal personthat hasgrounds to consider that there has been an infringement of this Regulation should be
entitled to lodge a complaint to the relevant market surveillance authority.

(171) Affected persons should have the right to request an explanatiomewthdeployea RS OA&AA2Y A&
mainlyuponthe output from certain highiisk systemshat fall within the scopef this Regulatiorand where the
decisionproduces legal effects or similarly significantly affébtse persosin a way that they consider toave

an adverse impacbn their health, safety or fundamental rights. ahexplanation should be a clear and
meaningful and should provide a basis which theaffected personsire ableto exercise their rights.hE right

to obtain an explanatioshould not apply to the use of Al systems for which exceptions or restrictions follow from

Union or national law and should apply only to the extent this right is not already provided for underawnion |
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SECTIOH|

Remedies

Article85

Right to lodge a complaint with anarket surveillanceauthority

1.Without prejudice to other administrative or judicial remedies, any natural or legal person having grounds to
consider that there has been an infringement of the provisions ofReigulationrmay submit complaintto the

relevant market surveillance authority.

2.In accordance witfRegulation (EU) 2019/1026uch complaints shall be taken into account for the purpose of
conducting market surveillance activities, and shall be handled in line with the dedicated procedures established

therefor by the market surveillance authorities.

Relevant Recitals:70
Relevant Annexed/A

Relevant_egislationRegulation (EU) 2019/1020

Article 86

Right to explanation of individual decisiemaking

1. Any affected person subject to a decision which is taken by the deployer on the basis of the output from a
highrisk Al system listed iAnnex Il with the exception of systems listed under point 2 thereof, and which
produces legal effects or similarly significantly affects that person in a way that they consider to have an adverse
impact on their health, safety or fundamental rights shall havertgbt to obtain from the deployer clear and
meaningful explanations of the role of the Al system in the decisiaking procedurend the main elements

of the decision taken.

2. Paragraph 1 shall not apply to the use of Al systems for which exceptions from, or restriction® bbigugon

under that paragraph follow from Union or national law in compliance with Union law.

3. This Article shall apply only to the extent that the right referred to in paragraph 1 is not otherwise provided

for under Union law.

Relevant Recitalg:71
Relevant Annexegnnex Il

Relevant LegislatiomN/A
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Article 87

Reporting of infringements and protection of reporting persons

Directive (EU) 2019/193hall apply to the reporting of infringements of this Regulation and the protection of

persons reporting such infringements.

Relevant Recitals: 172
Relevant Annexef/A

Relevant Legislatiomirective (EU) 2019/1937

(172) Persons acting as whistleblowers on the infringements ofRleigulation should be protected under the
Union law Directive (EU) 2019/1933f the European Parliament and of the Council should therefore apply to

the reporting of infringements of this Regulation and the protection of persons reporting such infringements.

SECTIOBbI

Supervisionjnvestigation,enforcement andmonitoring in respect

of providers ofgeneralpurpose Almodels

Article88

Enforcement ofthe obligations d providers of generapurpose Al models

1. The Commission shall have exclugiegvers to supervise and enforce Chap¥értaking into account the
procedural guaranteeanderArticle 94. The Commission shall entrust the implementation of these tasks to the
Al Office, without prejudice to the powers of organisation of the Commission and the division of competences

between Member States and the Union based on the Treaties.

2. Without prejudice tArticle 75(3), market surveillance authorities may request the Commission to exercise
the powers laid down in thiSection where that is necessary and proportionate to assist with the fulfilment of

their tasks under this Regulation.

Relevant Recitald:61and 162

Relevant Annexed/A

Relevant LegislatiomN/A
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Recitals:

(162) To make best use of the centralised Union expertise and synergies at Union level, the powers of supervision
and enforcement of the obligations on providers of gengnalpose Al models should be a competence of the
Commission. The Al Office should be able to carry out all necessary actions to monitor the effective
implementation of this Regulation as regards gengradpose Al models. It should be able to investigate possible
infringements of the rules on providers of gengratpose Al models both on its own initiative, following the
results of its monitoring activities, or upon request from market surveillancesti#is in line with the conditions

set out in this Regulation. To support effective monitoring of the Al Office, it should provide for the possibility that
downstream providers lodge complaints about possible infringements of the rules on providers@lgen

purpose Aiodels andsystems.

Article89

Monitoring actions

1. For the purposes of carrying out the tasks assigned to it undeS#nésion the Al Office may take the
necessary actions to monitor the effective implementation aedhpliance with this Regulation by providers of

generalpurpose Al models, includirtgeir adherence to approved codes of practice.

2. Downstream providers shall have the right to lodge a complaint alleging an infringement of this Regulation. A

complaint shall be dulyeasoned and indicatet least
(a) the point of contact of the provider of the genepirpose Al modetoncerned;

(b) adescription of the relevant facts, the provisions of this Regulation concearatithe reason why the
downstream provider considers that the provider of the gengratpose Al model concerned infringed this

Regulation;

(c) any other information that the downstream provider that sent the request considers relevant, including,

where appropriate, information gathered on its own initiative.

Relevant Recital4:64
Relevant Annexed/A
Relevant LegislatiomN/A

Recitals:

(164) The Al Office should be able to take the necessary actions to monitor the effective implementation of and
compliance with the obligations for providersgeneratpurposeAl models laid down in this Regulation. The Al
Office should be able to investigate possible infringements in accordance with the powers provided for in this
Regulation, including by requesting documentation and information, by conducting evaluations|l @&s by

requesting measures from providersgemeratpurposeAl modelsWhencorducting of evaluations, in order to
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make use of independent expertise, the Al Office should be able to involve independent experts to carry out the
evaluations on its behalf. Compliance with the obligations should be enforceable, inter alia, through requests to
take appropriate measures, ilugling risk mitigation measures the case of identified systemic risks as well as
restricting the making available on the market, withdrawing or recalling the model. As a safeginereneeded

beyond the procedural rights provided for in this Regulation, providers of ggnepmise Al models should have

the procedural rights provided for in Article 18 Régulation (EU) 2019/102@vhich should applynutatis

mutandis without prejudice to more specific procedural rights provided for by this Regulation.

Article90

Alerts of systemic risks by the scientific panel
1. The scientific panel may provide a qualified alert to the Al Office where it has reason to suspect that
(a) ageneralpurposeAl model poses concrete identifiable risk at Union level; or
(b) ageneratpurposeAl model meets theonditiors referred to inArticle 5L.

2. Upon such qualified alert, the Commission, through the Al Office and after having informed the Board, may
exercise the powers laid down in ttigctionfor the purpose of assessing the matter. The Al Office shall inform

the Board of any measure according to Articdeticle91to Article 94.

3. A qualified alert shall be duly reasoned and indicatkeast

(a) the point of contact of the provider of the geneplrpose Al model with systemic risk concerned;
(b) a description of the relevant facts and reasons for the suspicion of the scientific panel,

(c) any other information that the scientific panel considergerelevant, including, where appropriate,

information gathered on its own initiative.

Relevant Recital4:63
Relevant Annexed/A
Relevant LegislatiomN/A

Recitals:

(163) With a view to complemeirtg the governance systems for genepairpose Al models, the scientific panel
should support the monitoring activities of the Al Office and may, in certain cases, provide qualified alerts to the
Al Office which trigger followips such as investigations. Thiwuld be the case where the scientific panel has
reason to suspect that a genesalirpose Al model poses a concrete and identifiable risk at Union level.
Furthermore, this should be the case where the scientific parsetd@son to suspect that a genemlrpose Al

model meets the criteria that would lead to a classification as gesmpengdose Al model with systemic risk. To

equip the scientific panel with the information necessary for the performanceosé ttasks, there should be a
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mechanism whereby the scientific panel can request the Commission to require documentation or information

from a provider.

Article91

Power to request documentation and information

1. The Commission may request the provider of teneralpurpose Al model concerned to provide the
documentation drawn up by the providém accordance withArticle Article 83 and Article 5%, or any additional

information that is necessary for the purpose of assessing compliance of the provider with this Regulation.

2. Beforesendingthe request for information, the Al Office may initiate a structured dialogue with the provider

of the generalpurpose Al model.

3. Upon a duly substantiated request from the scientific panel, the Commission may issue a request for
information to a provider of a general purpose Al model, where the access to information is necessary and

proportionate for the fulfilment of the tasksfdhe scientific panelinder Article 68(2).

4. The request for information shall state the legal basis and the purpose of the request, specifying what
information is requiredset a period within which the information is to be provided, amtlicate thefines

provided for inArticle 101for supplying incorrect, incomplete or misleading information.

5. The provider of thgeneratpurposeAl model concernedor its representativeshall supply the information
requested In the case of legal persons, companies or firms, or whergtbeiderhasno legal personality, the
persons authorised to represent them by law or by thattutes, shall supply the information requested on
behalf of the provider of thgeneratpurposeAl model concerned. Lawyers duly authorised to act may supply
information on behalf of their clients. Thdientsshallneverthelesgemain fully responsible if the information

supplied is incomplete, incorrect or misleading.

Relevant Recitald:64
Relevant Annexed/A

Relevant LegislatiomN/A

Article92

Power to conduct evaluations

1. The Al Office, after consulting the Board, may conduct evaluations gétiexatpurpose Al model concerned
(a) to assess compliance of the provider with the obligations under this Regulation, where the information

gathered pursuant térticle 91is insufficient; of

(b) to investigate systemic risks at Union level of gerpuabose Al models with systemic risk, in particular

following a qualifiecalert from the scientific panel in accordance wiiiticle 90(1), point (a)
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2. The Commission may decide to appoint independent experts to carry out evaluations on its behalf, including
from the scientific paneéstablishedpursuant toArticle 68. Independent experts appointed for this task shall

meet the criteria outlined irArticle 68(2).

3. For the purpose of paragraph 1, the Commission may request access terleealpurpose Al model

concerned through ABbr further appropriate technical means and tools, including source code.

4. The request for access shall state the legal basis, the purpose and reasons of the request and set the period
within which the access is to be provided, and the fines provided fArtiole 101for failure to provide access.

5. The providers of thgeneralpurposeAl model concernedr its representative shall supply the information
requested In the case of legal persons, companies or firms, or whergtbeider has no legal personality, the
persons authorised to represent them by law or by thetatutes shall provide the access requested on behalf

of the provider of the genergburpose Al model concerned.

6. The Commission shall adopt implementing acts setting out the detailed arrangements and the conditions for
the evaluations, including the detailed arrangements for involving independent experts, and the procedure for
the selection thereof. Those implemengracts shall be adopted in accordance with the examination procedure

referred to inArticle 98(2).

7. Prior to requesting access to theneralpurposeAl model concerned, the Al Office may initiate a structured
dialogue with the provider of the generplurpose Al model to gather more information on the internal testing
of the model, internal safeguards for preventing systemic risks, and other internal procedures and measures the

provider has taken to mitigate such risks.

Relevant Recitals: N/A.
Relevant Annexed/A

Relevant LegislatiomN/A

Article93

Power to request measures
1. Where necessary and appropriate, the Commission may requesiders ta
(a) take appropriate measures to comply with the obligations set oArticlesArticle 53 and Article 54;

(b) implement mitigation measures, where the evaluation carried out in accordanceéwtithe 92 has given rise

to serious and substantiated concern of a systemic risk at Union level;
(c) restrict the making available on the market, withdraw or recall the model.

2. Before a measure is requested, the Al Office may initiate a structured dialogue with the providegerfi¢nal

purposeAl model.
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3. If, during the structured dialogueferred to inparagraph 2, the provider of the genefalirpose Al model
with systemic risk offers commitments to implement mitigatioreasuresto address a systemic risk at Union
level, the Commission malpy decisionmake ttose commitments binding and declare that there are no further

grounds for action.

Relevant Recitals: N/A.
Relevant Annexed/A

Relevant LegislatiomN/A

Article94

Procedural rights of economic operators of thgeneratpurposeAl model

Article 18 of theRegulation (EU) 2019/102ballapplymutatis mutandigo the providers of the generadurpose

Al mode] without prejudice to more specific procedural rights provided for in this Regulation.

Relevant Recitald:64

Relevant Annexe§/A

Relevant LegislatioriRegulation (EU) 2019/1020
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Key Points

1) Encouragement of Codes of Conduct:

2)

a)

b)

The Al Office and Member States will encourage the creation of codes of conduct for voluntary
adherence to the various obligations originally posed for Hiigk Al systems providers arather

stakeholders of the Al value chain.

The codes of conduct will include voluntary application of specific requirements for all Al systems, with
clear objectives and performance indicators such as: (i) Union ethical guidelines for trustworthy Al; (ii)
Minimizing environmental impact and promot energy efficiency; (iii) Enhancing Al literacy; (iv)

Inclusive and diverse Al system design; (v) Protecting vulnerable groups and promoting gender equality.

Development of Codes of Conduct:

a)

b)

c)

Codes of conduct may be developed by Al system providers, deployers, or their representative

organization, with the involvement of other stakeholders like civil society and academia.
The specific interests and needs of SMESs, including startups, should be taken into account.

The Commission will create guidelines for practical implementation of the Regulation in areas such as:
(i) Application of requirements and obligations in specified articles; (ii) Addressing prohibited practices;
(iii) Guidance on substantial modificatiofi &l systems; (iv) Transparency obligations; (v) Relationship
with Union harmonisation legislation and other relevant laws; (vi) Definition and application of an Al

system.



CHAPTER
CODES OF CONDWID GUIDELINES

Article95

Codes of conducfor voluntary application of specific requirements

1. The Al Officand the Member States shall encourage and facilitate the drawing up of codes of conduct,
including related governance mechanisms, intended to foster the voluntary application to Al systieenghan
highrisk Al system®of some or all of the requirements set out in ChaplélSECTIORItaking into account the

available technical solutions and industry best practices allowing for the application of such requirements.

2. The Al Office and the Member States shall facilitate the drawing up of codes of conduct concerning the
voluntary application, including by deployers, of specific requirements to all Al systems, on the basis of clear
objectives and key performance indfoes to measure the achievement of those objectives, including elements

such as, but not limited to:
(a) applicable elementgrovided forUnionethical guidelines for trustworthy Al;

(b) assessing and minimizing the impact of Al systems on environmental sustainability, including as regards

energyefficient programming and techniques for efficighte design, training and use of Al;

(c) promoting Al literacy, in particul#trat of persons dealing with the development, operation and use of Al,

(d) facilitating an inclusive and diverse design of Al systems, including through the establishment of inclusive and
RAGSNBES RS@GSt2LIySyd GSIFyYa FyR GKS LINRY2GA2Y 2F aidl { SK
(e) assessing and preventing the negative impact of Al systems on vulnerable persons or graupsrable

persons, including as regards accessibility for persons with a disability, as well as on gender equality.

3. Codes of conduct may be drawn up by individual providers or deployers of Al systems or by organisations
representing them or by both, including with the involvement of and any interested stakeholders and their
representative organisations, includingitsociety organisations and academia. Codes of conduct may cover one

or more Al systems taking into account the similarity of the intended purpose of the relevant systems.

4. The Al Officand the Member States shall take into account the specific interests and needs of SMEs, including

start-ups, when encouraging and facilitating the drawing up of codes of conduct.

Relevant Recital4:65and 166

Relevant Annexed/A

Relevant LegislatiomN/A
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Recitals:

(165) The development of Al systems other than hiigk Al systems in accordance with the requirements of this
Regulation may lead to a larger uptake of ethical and trustwoihin the Union. Providers of ndrgh-risk Al

systems should be encouraged to create codes of conduct, including related governance mechanisms, intended
to foster the voluntary application of some or all of the mandatory requirements applicable teishkghl

systems, adapted in light of the intended purpose of the systems and tlee f@sk involved and taking into
account the available technical solutions and industry best practices such as model and data cards. Providers and,
as appropriate, deployers of all Al systems, higk or not, and models should also be encouraged to apply
voluntary basis additional requirements related, for example, to the elements pfyhéd ZEifi€ Guidelines for
Trustworthy Al, environmental sustainability, Al literacy measures, inclusive and diverse design and development
of Al systems,includid | G GSyiGAz2y (2 @dzZ ySNrotS LISNE2ya FyR | 00Sa.
participation with the involvemenias appropriate, of relevant stakeholders such as business and civil society
organisations, academia and research organisations, trade unions and consumer protection orgeaiisétien

design and development of Al systems, and diversity of the development teams, including gender balance. To
ensure that the voluntary codes of conduct are effective, they should be based omhglzives and key
performance indicators to measure the achievement of those objectives. They shoube deseeloped in an
inclusive way, as appropriate, with the involvement of relevant stakeholders such as business and civil society
organisations, academia and research organisations, trade unions and consumer protection organisation. The
Commission may de initiatives, including of a sectoral nature, to facilitate the lowering of technical barriers
hindering croséorder exchange of data for Al ddepment, including on data access infrastructure, semantic

and technical interoperability of different types of data.

(166) It is important that Al systems related to products that are not gk in accordance with this Regulation
and thus are not required to comply with the requirements set out for-highAl systems are nevertheless safe
when placed on the market or pinto service. To contribute to this objectiRegulation (EU) 2023/98% the

European Parliament and of the Council would apply as a safety net.

Article96

Guidelines from the Commission on the implementation of this Regulation

1. The Commission shall develop guidelines orptiaetical implementation of this Regulation, and in

particular on:

(a) the application of the requirements and obligations referred to in Artiéktisle 8to Article 15and in
Article ;

(b) the prohibited practices referred to rticle 5
(c) the practical implementation of the provisions related to substantial modification;

(d) the practical implementation of transparency obligations laid dowArtitle 50;
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(e) detailed information on the relationship of this Regulation with the Umianmonisation legislation listed in

Annex |, as well as with other relevant Union law, including as regards consistency in their enforcement;
(f) the application of the definition of an Al system as set owtriicle 3 point (1).

When issuing such guidelines, the Commission shall pay particular attention to the needs of SMEs including

start-ups, of local public authorities and of the sectors most likely to be affected by this Regulation.

The guidelines referred to in the first subparagraph of this paragraph shall take due account of the generally
acknowledged state of the art on Al, as well as of relevant harmonised standards and common specifications
that are referred to in Articlesrticle 40and Article 41 or of those harmonised standards or technical

specifications that are set out pursuant to Union harmonisation law.

2. At the request of the Member States or the Al Office, or on its own initiative, the Commission shall update

guidelines previously adopted when deemed necessary.

Relevant Recital$/A.

Relevant Annexe/A

Relevant LegislatiomN/A
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CHAPTER XI

Delegation of Power and
Committee Procedure



Key Points

The Regulation includes specific provisions regarding the delegation of powers to the Commission under the
Reqgulation (EU) 182/2011

a) The Commission has the authority to adopt delegated acts under specific conditions. This power is
granted for a fiveyear period starting from 1 August 2024, with a report due nine months before the
period ends.

b) The Commission's delegated powers include amending various aspects of Al systems, such as:

i. Conditions for norhighrisk Al systems.
. List of highrisk Al systems.
iii. Provisions for technical documentation and EU declaration of conformity.
iv.  Conformity assessment procedures.
v.  Classification rules and criteria for genepairpose Al models with systemic risk.
Vi. Technical documentation and transparency information for providers of geipenglose Al
models.
¢) The Commission is granted implementing powers to ensure uniform conditions for implementing the

Regulation.


https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A32011R0182

CHAPTERI
DELEGATION OF POWER AND COMMITTEE PROCEDURE

Article97

Exercise of the delegation

1. The power to adopt delegated acts is conferred on the Commission subject to the conditions laid down in this

Article.

2. The power to adopt delegated acts referred tcAimicle §6) and (7) Article 11) and 8), Article 1X3), Article

43(5) and (6) Article 47(5), Article 51(3), Article 544) and Article 33(5) and (6)shall be conferred on the
Commission for a period of five years frdmAugust 2024rhe Commission shall draw up a report in respect of
the delegation of power not later thanine months before the end of the fivgear period. The delegation of
power shall be tacitly extended for periods of an identical duration, unless the European Parliament or the

Council opposes such extension not later than three months before the end ofesictdl.

3. The delegation of power referred to Article §6) and (7)Article 1) and (3)Article 1X3), Article 435) and
(6),Article 47(5),Article BL(3),Article 544) andArticle 33(5) and (6)may be revoked at any time by tl&iropean
Parliament or by the Council. A decision of revocation shall put an end to the delegation of power specified in
that decision. It shall take effect the day following that of its publication in the Official Journal of the European

Union or at a lagr date specified therein. It shall not affect the validity of any delegated acts already in force.

4. Before adopting a delegated ache Commission shall consult experts designated by each Member State in
accordance with the principldgid down in thelnterinstitutional Agreement of 13 April 201¢h Better Law

Making

5. As soon as it adopts a delegated act, the Commission shall notify it simultaneously to the European Parliament

and to the Council.

6. Any delegated act adopted pursuantAaticle §6) and (7)Article 1) and (3)Article 1X3), Article 435) and

(6), Article 47(5), Article BL(3), Article 524) andArticle 33(5) and (6)shall enter into force only if no objection

has been expressed by either the European Parliament or the Council within a period of three months of
notification of that act to the European Parliament and the Council or if, before the expiry of that ptréod,
European Parliament and the Council have both informed the Commission that they will not object. That period

shall be extended by three months at the initiative of the European Parliament or of the Council.

Relevant Recitald:73
Relevant Annexed/A

Relevant Legislationnterinstitutional Agreement of 13 April 2016 on Better Liiaking
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Recitals:

(173 In order to ensure that the regulatory framework can be adapted where necessary, the power to adopt acts
in accordance with Article 290-E$hould be delegated to the Commission to amend:thelitionsunder which

an Al systems not to be considered to be higisk the list of high-risk Al systemghe provisions regarding
technical documentation, the content of the EU declaration of confgiimét provisions regarding the conformity
assessment procedures, the provisions establishing thertsigihl systems to which the conformity assessment
procedure based on assessment of the quality management system and assessment of the technical
documentdion should apply, the threshagldenchmarks and indicatgrsncluding by supplementing those
benchmarksand indicatorsjn the rules for classification of genegalrpose Al models with systemic risk, the
criteria for the designation of generplrpose Almodels with systemic risk, the technical documentation for
providers of genergburpose Al models and the transparency information for providers of gepenabse Al
models. It is of particular importance that the Commission carry out appropriate catisudt during its
preparatory work, including at expert level, and that those consultations be conducted in accordance with the
principles laid down in thiterinstitutional Agreement of 13 April 2016 on Better tdaking. In particular, to

ensure equal participation in the preparation of delegated acts, the European Parliament and the Council receive
Fff R20dzySyida i GKS &aFrYS$S GAYS a4 aSYoSNI {dGl1GSaQ SEL

meetings of Comragion expert groups dealing with the preparation of delegated acts.

Article98

Committee procedure

1. The Commission shall be assisted by a committee. That committee shall be a committee within the meaning

of Regulation (EU) No 182/2011

2. Where reference is made to this paragraph, Article Bedulation (EU) No 182/20%hall apply.

Relevant Recitald:75
Relevant Annexed/A

Relevant LegislatioiRequlation (EU) No 182/2011

Recitals:

(175 In order to ensure uniform conditions for the implementation of this Regulation, implementing powers
should be conferred on the Commission. Those powers should be exercised in accordaRegulation (EU)
No 182/20110of the European Parliament and of the Council.
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CHAPTER Xl

Penalties



Key Points

1)

2)

3)

Penalties:

a) Member States must establish effective, proportionate, and dissuasive, penalty rules for infringements
of the regulation, including warnings and nomonetary measures, and they must notify the
Commission of their penalty rules and any changes.

by +A2fGAYy3 GKS LINBKAOGAGAZY 2F 'L LINI} OGAOSE Ay ! NIA
worldwide turnover.

¢) Infringements related to obligations of providers, representatives, importers, distributors, deployers,
YR Yy20AFASR 062RASa OFly tSIR G2 FTAySa dzJ G2 emp Y
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annual worldwide turnover.

e) SMEs and startups face lower fines, with the exact percentage or amount being the lesser of the
specified figures.

f) Fines can be imposed by national courts or other bodies, ensuring equivalent effect across Member
States Annual reporting to the Commission on fines and related legal proceedings is required.

Administrative fines to Union institutions, bodies, offices, and agencies:

a) The European Data Protection Supervisor can impose fines on Union entities within the regulation's
scope.

b) Fines are based on the nature, gravity, and duration of the infringement, the entity's responsibility, and
efforts to mitigate damage.

c) A2t GAYy3 GKS LINPKAOGAGAZ2Y 2F !'L LINI OGAOSa Ay ! NIA

d) OthernonO2 YLIX Al yOSa 6AGK GKS NB3Idz A2y OFy tSIFR (2 7

Fines for providers of GPAI models
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higher, for intentional or negligent infringements.

b) The Court of Justice of the European Union has unlimited jurisdiction to review Commission's fine
decisions.

¢) Implementing acts with detailed arrangements and procedural safeguards for proceedings will be

adopted by the Commission.



CHAPTER XIlI
PENALTIES

Article 99

Penalties
1. In accordance with the terms and conditions laid down in this Regulation, Member States shall lay down the
rules on penalties and other enforcement measures, which may ialslade warnings and nemonetary
measures, applicable to infringements of this Regulation by operators, and shall take all measures necessary to
ensure that they are properly and effectively implemented, thereby taking into account the guidelines ligsued
the Commission pursuant téwrticle 96. The penalties provided for shall be effective, proportionate and
dissuasive. They shall take into account the interests of SMEs, includingmsadnd their economic viability
2. The Member States shall, without delay and at the latest by the date of entry into application, notify the
Commission of the rules on penalties and of other enforcement measures referred to in paragraph 1, and shall
notify it, without delay, of any subsegut amendment to them.
3. Non-compliance with the prohibition of the Al practices referred to Amticle 5 shall be subject to
administrative fines of up t&UR35 000 00®r, if the offender is an undertaking, up to 7 % of its total worldwide
annual turnover for the preceding financial year, whichever is higher.
4. Non-compliance with any of the following provisions related to operators or notified bodies, other than those
laid down inArticle 5, shall be subject to administrative fines of upE@RL5 000 000 or, if the offender is an
undertaking, up to 3 % of its total worldwide annual turnover for the preceding financial year, whichever is
higher:
(a) obligations of providers pursuant faticle 16
(b) obligations of authorised representatives pursuanitticle 2;
(c) obligations of importers pursuant #rticle 23
(d) obligations of distributors pursuant #rticle 24,
(e) obligations of deployers pursuant Aaticle 26
(f) requirements and obligations of notified bodies pursuanétticle 3L, Article 3(1), (3) and (4) oArticle 34
(g) transparency obligations for providers and deployers pursuaAtticle 50.
5. The supply of incorrect, incomplete or misleading information to notified bodies or national competent
authorities in reply to a request shall be subject to administrative fines of lgJd7 500 000 or, if the offender
is an undertaking, up to 1 % of its total worldwide annual turnover for the preceding financial year, whichever is
higher.
6. In the case of SMEs, including si@ps, each fine referred to in this Article shall be up to the percentages or
amount referred to in paragraphs 3, 4 and 5, whichever thereof is lower.
7. When deciding whether to impose an administrative fine and when deciding on the amount of the
administrative fine in each individual case, all relevant circumstances of the specific situation shall be taken into

account and, as appropriate, regard shmdl given to the following:
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(a) the nature, gravity and duration of the infringement and of its consequences, taking into account the purpose
of the Al system, as well as, where appropriate, the number of affected persons and the level of damage suffered
by them;

(b) whether administrative fines have already begplied by other market surveillance authorities to the same
operator for the same infringement;

(c) whether administrative fines have already been applied by other authorities to the same operator for
infringements of other Union or national law, when such infringements result from the same activity or omission
constituting a relevant infringement alis Regulation;

(d) the size, the annual turnover and market share of the operator committingnfniegement;

(e) any other aggravating or mitigating factor applicable to the circumstances of the case, such as financial
benefits gained, or losses avoided, directly or indirectly, from the infringement;

(f) the degree of cooperation with the national competent authorities, in order to remedy the infringement and
mitigate the possible adverse effects of the infringement;

(g) the degree of responsibility of the operator taking into account the technicabagahisational measures
implemented by it;

(h) the manner in which the infringement became known to the national competent authorities, in particular
whether, and if so to what extent, the operator notified the infringement;

(i) the intentional or negligent character of the infringement;

() any action taken by the operator to mitigate the harm suffered by the affected persons.

8. Each Member State shall lay down rules on to what extent administrative fines may be imposed on public
authorities and bodies established in that Member State.

9. Depending on the legal system of the Member States, the rules on administrative fines may be applied in such
a manner that the fines are imposed by competent national courts or by other bodies, as applicable in those
Member States. The application ofcdurules in those Member States shall have an equivalent effect.

10. The exercise of powers under this Article shall be subject to appropriate procedural safegaaatsdance

with Union and national law, including effective judiciedies and due process.

11. Member States shall, on an annual basis, report to the Commission aboadtinistrative fines they have

issued during that year, in accordance with this Artialed about any related litigation or judiciptoceedings.

Relevant Recitals : 168
Relevant AnnexefN/A
Relevant LegislatiomN/A

Recitals:

(168) Compliance with this Regulation should be enforceable by means of the imposition of penalties and other
enforcement measures. Member States should take all necessary measures to ensure that the provisions of this
Regulation are implemented, including laying down effective, proportionate and dissuasive penalties for their
infringement, and to respect the ne bis in idem principle. In order to strengthen and harmonise administrative

penalties for infringement of this Regulation, the upper limits for sgttihe administrative fines for certain
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specific infringements should be laid down. When assessing the amount of the fines, Member States should, in
each individual case, take into account all relevant circumstances of the specific situation, with due regard in
particular to the nature, gravitgnd duration of the infringement and of its consequences and to the size of the
provider, in particular if the provider is an SME, including a-sarfThe European Data Protection Supervisor
should have the power to impose fines on Union institutionsneigs and bodies falling within the scope of this

Regulation.

Article 100

Administrative fines on Union institutions, bodies, offices and agencies
1. The European Data Protection Supervisor may impose administrative fines on Union institutions, bodies,
offices and agencies falling within the scope of this Regulation. When deciding whether to impose an
administrative fine and when deciding on the anmbwf the administrative fine in each individual case, all
relevant circumstances of the specific situation shall be taken into account and due regard shall be given to the
following:
(a) the nature, gravity and duration of the infringement and of its consequences, taking into account the purpose
of the Al system concerned, as well as, where appropriate, the number of affected persons and the level of
damage suffered by them;
(b) the degree of responsibility of the Union institution, body, office or agency, takingiccount technical and
organisational measures implemented by them;
(c) any action taken by the Union institution, body, office or agency to mitigatddheage suffered by affected
persons;
(d) the degree of cooperation with the European Data Protection Supervisor in order to remddirithgement
and mitigate the possible adverse effects of the infringement, including compliance with any of the measures
previously ordered by the European Data Protection Supervisor against the Union institution, body, office or
agency concerned with regd to the same subject matter;
(e) any similar previous infringements by the Union institution, body, office or agency;
(H the manner in which the infringement became known to the European Data Protection Supervisor, in
particular whether, and if so to what extent, the Union institution, body, office or agency notified the
infringement;
(g) the annual budget of the Union institution, body, office or agency.
2. Noncompliance with the prohibition of the Al practices referred to in Article 5 shall be subject to
administrative fines of up to EUR 1 500 000.
3. The norcompliance of the Al system with any requirements or obligations under this Regulation, other than
those laid down in Articles 5, shall be subject to administrative fines of &t 750 000.
4. Before taking decisions pursuant to this Article, the European Data Protection Supervisor shall give the Union
institution, body, office or agency which is the subject of the proceedings conducted by the European Data
Protection Supervisor the opportugi of being heard on the matter regarding the possible infringement. The

European Data Protection Supervisor shall base his or her decisions only on elements and circumstances on which
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the parties concerned have been able to comment. Complainants, if any, shall be associated closely with the
proceedings.

5. The rights of defence of the parties concerned shall be fully respected in the proceedings. They shall be entitled

G2 KIS 00Saa G2 GKS 9dz2NRLISIYyY 5 legitimate NBrésSoOndvidugls { dzLIS NI
or undertakings in the protection of their personal data or business secrets.

6. Funds collected by imposition of fines in this Article shall contribute to the general budget of the Union. The

fines shall not affect the effective operation of the Union institution, body, office or agency fined.

7. The European Data Protection Supervisor shall, on an annual basis, notify the Commission of the administrative

fines it has imposed pursuant to this Article and of any litigation or judicial proceedings it has initiated.

Relevant Recitals168
Relevant AnnexesN/A

Relevant LegislatiomN/A

Article 101

Fines for providers ofeneratpurposeAl models
1. The Commission may impose on providers of germrglose Al models fines not exceeding 3 % of their
annual total worldwide turnover in the preceding financial yealEUR 15 000 000, whichever is higher., when
the Commission finds that the providetentionally or negligently:
(a) infringed the relevant provisions of this Regulation;
(b) failed to comply with a request for a document or for information pursuatrtecle91, or supplied incorrect,
incomplete or misleading information;
(c) failed to comply with a measure requested unéeticle 93;
(d) failed to make available to the Commission access to the geperpbse Al model or generaurpose Al
model with systemic risk with a view to conducting an evaluation pursuaAttiole 92.
In fixing the amount of the fine or periodic penalty payment, regard shall be had to the nature, gravity and
duration of the infringement, taking due account of the principles of proportionality and appropriateness. The
Commission shall also into accoumnemitments made in accordance withrticle 93(3) or made in relevant
codes of practice in accordance wilnticle 5.
2. Before adopting the decision pursuant to paragraph 1, the Commission shall communicate its preliminary
findings to the provider of the genergurpose Al model and give it an opportunity to be heard.
3. Fines imposed in accordance with this Article shall be effective, proportionate and dissuasive.
4. Information on fines imposed under this Article shall also be communicated to the Board as appropriate.
5. The Court of Justice of the European Union shall have unlimited jurisdiction to review decisions of the
Commission fixing a fine under this Article. It may cancel, reduce or increase the fine imposed.
6. The Commission shall adopt implementing acts containing detailed arrangements and procedural safeguards
for proceedings in view of the possible adoption of decisions pursuant to paragraph 1 of this Article. Those

implementing acts shall be adopted incacdance with the examination procedure referred toAirticle 98(2).
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Relevant Recitals : 169
Relevant AnnexefN/A
Relevant LegislatiomN/A

Recitals:

(169 Compliance with the obligations on providers of genptaipbose Al models imposed under this Regulation
should be enforceable, inter alia, by means of fines. To that end, appropriate levels of fines should also be laid
down for infringement of those olgations, including the failure to comply with measures requested by the
Commission in accordance with this Regulation, subject to appropriate limitation periods in accordance with the
principle of proportionality. All decisions taken by the CommissionruhideRegulation are subject to review by

the Court of Justice of the European Union in accordance withRB&Jincluding the unlimited jurisdiction of

the Court of Justice with regard to penalties pursuant to ArticleTFAU
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CHAPTER XIII

Final Provisions



KeyPoints

1) Amendments to Union Law:
a) Amendment to Regulation (EC) No 300/2008:

i. A new subparagraph is added to Article 4(3) of Regulation (EC) No 300/2008.

i.  When creating detailed measures for security equipment related to Al systems, the requirements of
Chapter 1ll, Section 2, of Regulation (EU) 2024/1689 must be considered.

a) Amendment to Regulation (EU) No 167/2013:

i.  Article 17(5) of Regulation (EU) No 167/2013 is updated with a new subparagraph.

ii. Delegated acts concerning Al systems as safety components must take into account the requirements
from Title Ill, Chapter 2 of Regulation (EU) 2024/1689.

b) Amendment to Regulation (EU) No 168/2013:

i A new subparagraph is added to Article 22(5) of Regulation (EU) No 168/2013.

ii. Similar to Article 103, it specifies that requirements from Title Ill, Chapter 2 of Regulation (EU)
2024/1689 must be considered when adopting delegated acts for Al systems that are safety
components.

c) Amendment to Directive 2014/90/EU:

i Directive 2014/90/EU is amended to include a new paragraph in Article 8.

ii. The Commission must consider the requirements from Chapter Ill, Section 2 of Regulation (EU)
2024/1689 when dealing with Al systems that are safety components.

d) Amendment to Directive (EU) 2016/797:

i. A new paragraph is added to Article 5Qifective (EU) 2016/797.

ii. Delegated and implementing acts concerning Al systems as safety components must adhere to the
requirements of Chapter Ill, Section 2 of Regulation (EU) 2024/1689.

e) Amendment to Regulation (EU) 2018/858:

i Regulation (EU) 2018/858 is amended to include a new paragraph in Article 5.

ii. Delegated acts related to Al systems that are safety components must take into account the
requirements from Chapter Ill, Section 2 of Regulation (EU) 2024/1689.

f)  Amendment to Regulation (EU) 2018/1139:

i Regulation (EU) 2018/1139 is amended with several new paragraphs in Articles 17, 19, 43, 47, 57, and
58.

ii. These amendments ensure that acts concerning Al systems as safety components consider the
requirements of Chapter Ill, Section 2 of Regulation (EU) 2024/1689.

g) Amendment to Regulation (EU) 2019/2144:

i. A new paragraph is added to Article 11 of Regulation (EU) 2019/2144.

ii. Implementing acts related to Al systems as safety components must comply with the requirements of
Chapter Ill, Section 2 of Regulation (EU) 2024/1689.

h) Amendment to Directive (EU) 2020/1828:

i.  Directive (EU) 2020/1828 is amended to include a new point in Annex I.



References Regulation (EU) 2024/1689, which lays down harmonised rules on Al.

2) Al Systems Compliance Timeline:

3)

4)

a)

b)

<)

Al systems that are part dhrgescale IT systems must comply with this Regulation by 31 December
2030.

Highrisk Al systems already on the market must comply only if they undergo significant changes after
2 August 2026.

Providers of genergburpose Al models on the market before 2 August 2025 must comply by 2 August
2027.

Evaluation and Review:

a)

b)

<)

The Commission will annually assess the need to amend the list ofibigAl systems and prohibited

Al practices.

Every four years, starting from 2 August 2028, the Commission will evaluate and report on various
aspects of the Al systems, including amendments, effectiveness, and impact on the market.

The Commission will also review the Al Office's functioning and the development of esféicignt Al

models.

Entry into Force and Application

d)

e)

f)

The Regulation will enter into force on the twentieth day after publication in the Official Journal of the
EU.

It will apply from 2 August 2031, with certain chapters and provisions applying earlier, from 2 February
2025 or 2 August 2025.

Providers of highisk Al systems are encouraged to voluntarily comply with the Regulation during the

transitional period.



CHAPTER KII
FINAL PROVISIONS

Article102
Amendment to Regulation (EC) No 300/2008

In Article 4(3) oRegulation (EC) No 300/2QGhe following subparagraph is added:

G2 KSYy R2LIGAY3I RSGFAESR YSIadiNBa NBfFGSR (2 G§SOKYyAO! f

security equipment concerning Atrtificial Intelligence systerithin the meaning oRRequlation (ELR0241689

of the European Parliament and of the Couift)| the requirements set out in Chaptdi, SECTIOR, of that

Regulation shall be taken into account.

(*) Regulation (EU) 2024/1688 the European Parliament and of the Councill8f June 2024aying down
harmonised rules on artificial intelligence and amenditwpulations (EC) No 300/2Q0BU) No 167/201,3EU)
No 168/2013 (EU) 2018/858(EU) 2018/113%nd (EU) 2019/2144nd Directives 2014/90/EJXEU) 2016/797
and (EU) 2020/182¢Artificial Intelligence Act) (0J2024/1689, 12.7.2024ELIhttp://data.europa.eu/eli/reg/

HAHNKMCY PK220PQO

* Reqgulation (EU) 2024/1688f the European Parliament and of the Council of 13 June 2024 laying down
harmonised rules on artificial intelligence and amenditwpulations (EC) No 300/2Q0BU) No 167/201,3EU)
No 168/2013 (EU) 2018/858(EU) 2018/113%nd (EU) 2019/2144nd Directives 2014/90/EJXEU) 2016/797
and (EU) 2020/182¢Artificial Intelligence Act) (OJ L, 2024/1689, 12.7.2024, ELI: http://data.europa.eu/eli/reg/

HAHNKMCY K220 DQ

Article 103
Amendment to Regulation (EU) No 167/2013

In Article 17(5) oRegulation (EU) No 167/20/1the following subparagraph is added:

G2 KSy ITR2LIXIAYy3 RStS3IFGSR | OGAa LizNBdzryd G2 GKS FTANEREDG

which are safety components in the meaning=egulation (EU) 2024/16%¥ the European Parliament and of

the Council*), the requirements set out in Title Ill, Chapter 2 of that Regulation shall be taken into account.

(*) Requlation (EU) 2024/1688f the European Parliament and of the Council of 13 June 2024 laying down
harmonised rules on artificial intelligence and amenditayulations (EC) No 300/2Q0BU) No 167/201,3EU)
No 168/2013 (EU) 2018/858(EU) 2018/113%nd (EU) 2019/2144nd Directives 2014/90/E|JXEU) 2016/797

243


https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A32008R0300
https://eur-lex.europa.eu/eli/reg/2024/1689/oj
https://eur-lex.europa.eu/eli/reg/2024/1689/oj
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A32008R0300
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32013R0167
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A32013R0168
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A32013R0168
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32018R0858
https://eur-lex.europa.eu/eli/reg/2018/1139/oj
https://eur-lex.europa.eu/eli/reg/2019/2144/oj
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32014L0090
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32016L0797
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32020L1828
https://eur-lex.europa.eu/eli/reg/2024/1689/oj
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A32008R0300
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32013R0167
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A32013R0168
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A32013R0168
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32018R0858
https://eur-lex.europa.eu/eli/reg/2018/1139/oj
https://eur-lex.europa.eu/eli/reg/2019/2144/oj
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32014L0090
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32016L0797
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32020L1828
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32013R0167
https://eur-lex.europa.eu/eli/reg/2024/1689/oj
https://eur-lex.europa.eu/eli/reg/2024/1689/oj
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A32008R0300
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32013R0167
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A32013R0168
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A32013R0168
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32018R0858
https://eur-lex.europa.eu/eli/reg/2018/1139/oj
https://eur-lex.europa.eu/eli/reg/2019/2144/oj
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32014L0090
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32016L0797

and (EU) 2020/182¢Artificial Intelligence Act) (OJ L, 2024/1689, 12.7.2024, ELI: http://data.europa.eu/eli/reg/
HAHNKMCY K220 PQOD

Article104
Amendment to Regulation (EU) No 168/2013

In Article 22(5) oRegulation (EU) No 168/20/1the following subparagraph is added:

G2 KSy |R2LIGAYy3 RStS3IIFTGSR O0Ga LzNREdzE yid G2 GKS FANRGDG

which are safety components in the meaningRefgulation (EU) 2024/16&¥ the European Parliament and of

the Council*, the requirements set out in Title Ill, Chapter 2 of that Regulation shall be taken into account.

* Regulation (EU) 2024/1686f the European Parliament and of the Council of 13 June 2024 laying down
harmonised rules on artificial intelligence and amendiupyulations (EC) No 300/2QQ0BU) No 167/201,3EU)

No 168/2013 (EU) 2018/858(EU) 2018/113%nd (EU) 2019/2144nd Directives 2014/90/EJXEU) 2016/797

and (EU) 2020/182¢Artificial Intelligence Act) (OJ L, 2024/1689, 12.7.2024, ELI: http://data.europa.eu/eli/reg/
HAHNKMCY PK220PQO

Article105
Amendment to Directive 2014/90/EU

In Article 8 oDirective 2014/90/EUthe following paragraph is added:

W.gd~or Artificial Intelligence systemsich are safety components in the meaning of RegulationJ@&24 1689
of the European Parliament and of the Coulftj] when carrying out its activities pursuant to paragraph 1 and
when adopting technical specifications and testing standards in accordance with paragraphs 2 and 3, the

Commission shall take into account the requirements set o@hapterlll, SECTIOR| of that Regulation.

(*) Regulation (EU) 2024/1688f the European Parliament and of the Council of 13 June 2024 laying down
harmonised rules on artificial intelligence and amenditepulations (EC) No 300/2Q0BU) No 167/201,3EU)

No 168/2013 (EU) 2018/858(EU) 2018/113%nd (EU) 2019/2144nd Directives 2014/90/EJXEU) 2016/797

and (EU) 2020/182¢Artificial Intelligence Act) (OJ L, 2024/1689, 12.7.2024, ELI: http://data.europa.eu/eli/reg/
HAHNKMCY BPKkZ220PQD

Article 106
Amendment to Directive (EU) 2016/797

In Article 5 oDirective (EU) 2016/79the following paragraph is added:

W2. When adopting delegated acts pursuant to paragraph 1 and implementing acts pursuant to paragraph 11
concerning Artificial Intelligence systemahich are safety components in the meaning of Regulation (EU)
20241689 of the European Parliament and of the Coulftj] the requirements set out i€hapterlll, SECTION

2, of that Regulation shall be taken into account.
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(*) Regulation (EU) 2024/1688f the European Parliament and of the Council of 13 June 2024 laying down
harmonised rules on artificial intelligence and amenditepulations (EC) No 300/2Q0BU) No 167/201,3EU)

No 168/2013 (EU) 2018/858(EU) 2018/113%nd (EU) 2019/2144nd Directives 2014/90/EJXEU) 2016/797

and (EU) 2020/182¢Artificial Intelligence Act) (OJ L, 2024/1689, 12.7.2024, ELI: http://data.europa.eu/eli/reg/
HAHNKMCY K220 PQO

Article 107
Amendment to Regulation (EU) 2018/858

In Article 5 oRReqgulation (EU) 2018/8%Re following paragraph is added:

W. When adopting delegated acts pursuant to paragraph 3 concerning Artificial Intelligence systems which are
safety components in the meaning of Regulation (E)24 1689 of the European Parliament and of the Council

(*), the requirements set out i€hapterlll, SECTIOR of that Regulation shall be taken into account.

(*) Reqgulation (EU) 2024/1688f the European Parliament and of the Council of 13 June 2024 laying down
harmonised rules on artificial intelligence and amenditepulations (EC) No 300/2Q0BU) No 167/201,3EU)

No 168/2013 (EU) 2018/858(EU) 2018/113%nd (EU) 2019/2144nd Directives 2014/90/EJXEU) 2016/797

and (EU) 2020/182¢Artificial Intelligence Act) (OJ L, 2024/1689, 12.7.2024, ELI: http://data.europa.eu/eli/reg/
HAHNKMCY K220 PQD

Article108
Amendment to Regulation (EU) 2018/1139

Regulation (EU) 2018/1139 amended as follows:

(1) In Article 17, the following paragraph is added:

8. Without prejudice to paragraph 2, when adopting implementing acts pursuant to paragraph 1 concerning
Artificial Intelligence systems which are safety components in the meaning of Regulati®?0g&1)689of the
European Parliament and of the Coutrft]| the requirements set out i€hapterll, SECTIORIof that Regulation

shall be taken into account.

(*) Reqgulation (EU) 2024/1688f the European Parliament and of the Council of 13 June 2024 laying down
harmonised rules on artificial intelligence and amenditwpulations (EC) No 300/2Q0BU) No 167/201,3EU)

No 168/2013 (EU) 2018/858(EU) 2018/113%nd (EU) 2019/21444nd Directives 2014/90/EJXEU) 2016/797

and (EU) 2020/182¢Artificial Intelligence Act) (OJ L, 2024/1689, 12.7.2024, ELI: http://data.europa.eu/eli/reg/
HAHNKMCY K220 PQOD

(2) In Article 19, the following paragraph is added:
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W. When adopting delegated acts pursuant to paragraphs 1 and 2 concerning Artificial Intelligence systems which
are safety components in the meaning of Regulation @24%/1689, the requirements set out iChapterlll,

SECTIOR, of that Regulation shall be taken into accouht.
(3) In Article 43, the following paragraph is added:

W. When adopting implementing acts pursuant to paragraph 1 concerning Atrtificial Intelligence systems which
are safety components in the meaning of Regulation @24 1689, the requirements set out iChapterlll,

SECTIOR, of that Regulation shall be taken into accoWhil
(4) In Article 47, the following paragraph is added:

8. When adopting delegated acts pursuant to paragraphs 1 and 2 concerning Artificial Intelligence systems which
are safety components in the meaning of Regulation (2% 1689 the requirements set out iChapterlll,
SECTIOR, of that Regulation shall be taken into accoWhil

(5) In Article 57, the following paragraph is added:

When adopting those implementing acts concerning Artificial Intelligence systems which are safety components
in the meaning of Regulation (EQP241689 the requirements set out ifChapterlll, SECTION, of that

Regulation shall be taken into accoutT
(6) In Article 58, the following paragraph is added:

8. When adopting delegated acts pursuant to paragraphs 1 and 2 concerning Artificial Intelligence systems which
are safety components in the meaning of Regulation 2% 1689, the requirements set out iChapterlll,

SECTIOR, of that Regulation shall be taken into account.

Article109
Amendment to Regulation (EU) 2019/2144

In Article 11 oRegulation (EU) 2019/214the following paragraph is added:

8. When adopting the implementing acts pursuant to paragraph 2, concerning artificial intelligence systems
which are safety components in the meaning of Regulation 2BR¥ 16890f the European Parliament and of
the Council(*), the requirements set out iiChapter 3lIl, SECTIOIY, of that Regulation shall be taken into

account.

(*) Regulation (EU) 2024/1688f the European Parliament and of the Council of 13 June 2024 laying down
harmonised rules on artificial intelligence and amenditapulations (EC) No 300/2Q0BU) No 167/201,3EU)

No 168/2013 (EU) 2018/858(EU) 2018/113%nd (EU) 2019/2144nd Directives 2014/90/EJ(EU) 2016/797

and (EU) 2020/182¢Artificial Intelligence Act) (OJ L, 2024/1689, 12.7.2024, ELI: http://data.europa.eu/eli/reg/
2024/1689/0j).
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Article 110
Amendment to Directive (EU2020/1828

In Annex | tdirective (EU) 2020/182af the European Parliament and of the CouE), the following point is
added:

Yo &egulation (EU) 2024/16%F the European Parliament and of the Council of 13 June 2024 laying down
harmonised rules on artificial intelligence and amenditeggulations (EC) No 300/2Q0BU) No 167/201,3EU)

No 168/2013(EU) 2018/858(EU) 2018/113@and(EU) 2019/2144ndDirectives 2014/90/El{EU) 2016/797
and(EU) 2020/182&Artificial Intelligence Act) (OJ L, 2024/1689, 12.7.2024, ELI: http://data.europa.eu/eli/reg/
HAHNKMCY hPKZ220PQOD

Article111
Al systems already placed on the market or put into service and genptapose Al models already
placed on the marked
1. Without prejudice to the application of Article 5 as referred to in Article 113(3), point (a), Al systems which
are components of the largscale IT systems established by the legal acts listed in Annex X that have been
placed on the market or put inteervice before2 August 2028hall be brought into compliance with this

Regulation by 31 December 2030.

The requirements laid down in this Regulation shall be taken into account in the evaluation of eaedtidgge
IT system established by the legal acts listed in Annex X to be undertaken as provided for in those legal acts and

where those legal acts areplaced or amended.

2. Without prejudice to the application of Article 5 as referred to in Article 113(3), point (a), this Regulation
shall apply taperators of higkrisk Al systems, other than the systems referred to in paragraph 1 of this
Article, that have been placed on the market or put into service be2ofeigust 20260only if, as from that

date, those systems are subject to significant changes in their desigansy kasethe providers and deployers
of hightrisk Al systems intended to be used by publithorities shall take the necessary steps to comply with

the requirements anabligations of this Regulation &August 2030.

3. Providers of generglurpose Al models that have been placed on the market beZodeigust 2025hall take
the necessargteps in order to comply with the obligations laid down in this Regulatic? Aygust 2027

Relevant Recitals : 177

53 Directive (EU) 2020/1828 of the European Parliament and of the Council of 25 November 2020 on
representative actions for the protection of the collective interests of consumers and repealing Directive
2009/22/EC (0J L 409, 4.12.2020, p. , 1) https://eur-lex.europa.eu/legal
content/EN/TXT/?uri=celex%3A32020L.1828
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Relevant AnnexeginnexX
Relevant LegislatiomN/A

Recitals:

(177) In order to ensure legal certainty, ensure an appropriate adaptation period for operators and avoid
disruption to the market, including lBnsuring continuity of the use of Al systems, it is appropriate that this
Regulation applies to the higiisk Al systems that have been placed on the market or put into service before

the general date of application thereof, only if, from that date, thegstems are subject to significant changes

in their design or intended purpose. It is appropriate to clarify that, in this respect, the concept of significant
change should be understood as equivalent in substance to the notion of substantial modifighaiainis used

with regard only to highrisk Al systems pursuant to this Regulation. On an exceptional basis and in light of
public accountability, operators of Al systems which are components of thesleate| T systems established by

the legal acts lid in an annex to this Regulation and operators of hiigk Al systems that are intended to be

used by public authorities should, respectively, take the necessary steps to comply with the requirements of this

Regulation by end of 2030 and ByAugust 208.

Article112

Evaluation and review

1. The Commission shall assess the need for amendment of the list in Arsneckdfithe list of prohibited Al
practices in Article 5, once a year following the entry into force of this Regulation, and until the end of the period
of the delegation of powelaid down in Article 97The Commission shall submit the findings of that assessment

to the European Parliament and the Council.

2. By2 August 2028nd every four years thereafter, the Commission shall evaluate and report to the European

Parliament and to the Councihdhe following:

(a)the need foramendmentsextendingexisting area headings or addinew area headings in Annex lll
(b) amendments tahe list of Al systems requiring additional transparency measures in Arficle 5

(c) amendments enhancirtbe effectiveness of the supervision and governance system

3. By2 August 202@nd every four years thereafter, the Commission shall submit a report on the evaluation and
review of this Regulation to the European Parliament and to the Council. This report shall include an assessment
with regard to the structure of enforcement anddltpossible need foa Union agency to resolve any identified
shortcomings. On the basis of the findintgat report shall, where appropriate, be accompanied by a proposal

for amendment of this Regulation. The reports shall be made public.
4. The reports referred to in paragraph 2 shadly specific attention to the following:

(a) the status of the financial, technical and human resources of the national competent authorities in order to

effectively perform the tasks assigned to them under this Regulation;
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(b) the state of penaltiesn particularadministrative fines as referred to in Artic(1), applied by Member

Statesfor infringements of this Regulation
(c)adopted harmonised standards and common specifications developsdgport this Regulation

(d) the number oundertaking that enter the market after the eny into application of tls Regulation and how

many of them are SMEs.

5. By2 August 2028the Commission shall evaluate the functioning of the Al office, whethe®ttaffice has

been given sufficient powers and competences to fulfil its tagkd whether it would be relevant and needed

for the proper implementation and enforcement of this Regulation to upgrade the Office and its enforcement
competences and to increase its resources. The Commission shall salbeport on its evaluationto the

European Parliament and to the Council.

6. By 2 August 2028nd every four years thereafter, the Commission shall submit a report on the review of the
progress on the development of standasaliion deliverables orthe energyefficient development of general
purposeAl models and asses the need for further measures or actions, including binding measures or actions.

The report shall be submitted to the European Parliament and to the Coandilit shall be made public.

7.By2 August 202&nd every three years thereafter, the Commission shall evaluate the impact and effectiveness
of voluntary codes of conduct to foster the application of the requirements set oGhapterlll, SECTIOR for
Al systems other than higtisk Al systems and possibly other additional requirements for Al systems other than

high-risk Al systems, including as regards environmental sustainability;

8. For the purpose of paragraphs 1#gthe Board, the Member States and national competent authorities shall

provide the Commission with informatiarponits requestandwithout undue delay

9. In carrying out the evaluations and reviews referred to in paragraphs7] ttee Commission shall take into
account the positions and findings of the Board, of the European Parliament, of the Council, and of other relevant

bodies or sources.

10. The Commission shall, if necessary, submit appropriate proposals to amend this Regulation, in particular
taking into account developments in technology, the effect of Al systems on health and safetyon

fundamental rightsand in the light of the state of progress in the information society.

11 To guide the evaluations and reviews referred to in paragraphs 7Ldbthis Article, theAl Office shall
undertake to develop an objective and participative methodology for the evaluation of risls leastd on the

criteria outlined in the relevanirticles andthe inclusion of new systems in:

(a)the list in Annex llI, including the extension of existing area headinie @ddition of new area headings in

that Annex;
(b) the list of prohibited practiceset outin Article 5; and
(c)the list of Al systems requiring additional transparency measures pursuant to Aficle 5

12. Any amendment to this Regulation pursuant to paragraphor relevant delegated or implementing acts,

which concern sectorddnion harmonisatiotegislation listed in Sectiond Annex khall take into account the
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regulatory specificities of each sector, and existing governance, conformity assessment and enforcement

mechanisms and authorities established therein.

13. By2 August 2031the Commission shall carry out an assessment of the enforcement of this Regulation and
shall reporton it to the European Parliament, the Council and the European Economic and Social Committee,
taking into account the first years of application oistRegulation. On the basis of the findingsat report shall,

where appropriate, be accompanied by a proposal for amendment of this Regulation with regard to the structure

of enforcement and the need for a Union agency to resolve antiiteghshortcomings.

Relevant Recital4:74
Relevant Annexeginnex| - Section BAnnex Ill
Relevant LegislatiomN/A

Recitals:

(174) Given the rapid technological developments and the technical expestisged toeffectivdy apply this
Regulation, the Commission should evaluate and review this Regulat®@bgust 202%nd every four years
thereafter and report to the European Parliament and the Council. In addition, taking into account the
implications for the scope of this Regulation, the Commission should carry out an assessment of the need to
amend the list ohigh-risk Al system and the list pfohibited practices onceyear. Moreover, b August 2028

and every four years thereafter, the Commission should evaluate and report to the European Parliament and to
the Council on the need to amend the hiigk areasheadingsin the annex to this Regulatipthe Al systems

within the scope of the transparency obligations, the effectiveness of the supervision and governance system and
the progress on the development of standardisation deliverables on energy efficient development of-general
purpose Al model#cluding the need for further measures or actionsaly, by 2 August 202&nd every three

years thereafter, the Commission should evaluate the impact and effectiveness of voluntary codes of conducts to
foster the application of the requiremengsovided forhigh-risk Alsystemsn the case of Al systeather than

high-risk Al systems and possibly other additional requirements for such Al systems.

Article113

Entry into force and application

This Regulation shall enter into force on the twentieth day following that of its publication i@ffieal Journal
of the European Union.

It shall apply fron2 August 2031

However:

(a) Chapters | and Il shall apply fr@nfrebruary 2025;

(b) Chapter IIl Section 4, Chapter V, Chapter VII and Chapter Xll and Article 78 sh&ibapphpugust 2025
with the exception of Article 101;

250



(c) Article 6(1) and the corresponding obligations in this Regulation shall appl ffargust 2027
This Regulation shall be binding in its entirety and directly applicable in all Member States.
Done atBrussels, 13 June 2024

Relevant Recital4:78and 179
Relevant AnnexedN/A
Relevant LegislatiomN/A

Recitals:

(178 Providers of highisk Al systems are encouraged to start to complya woluntary basis, with the relevant

obligationsof this Regulation already during the transitional period.

(179 This Regulation should apply framugust 2026 However,taking into account the unacceptable risk
associated with the use of Al in certain ways, the prohibitaanwell as the general provisioofthis Regulation
should alreadyapply from 2 February 2025While the full effect of tbse prohibitions follows with the
establishment of the governance and enforcement of this Regulation, anticipating the application of the
prohibitions is important to take account of unacceptable risk tarldave areffect on other procedures, such as

in civil law. Moreover, the irdstructure related to the governance and the conformity assessment system should
be operational befor@ August 202g&herefore the provisions on notified bodies and governance structure should
apply from2 August 2025Given the rapid pace of technological advancements and adoption of gguepalse

Al models, obligations for providers géneralpurposeAl models should appfyom 2 August 2025Codes of
Practice should be readhy 2 May 2025n view of enabling providers to demonstrate compliance me.tiThe Al

Office should ensure that classification rules and procedures are up to date in light of technological developments.
In addition, Member States should lay down and notify to the Commission the rules on penalties, including
administrative fines, athensure that they are properly and effectively implemented by the date of application of

this Regulation. Therefore, the provisions on penalties should apph2faungust 2025

For the European Parliament Coundtor the
The President The President
R. METSOLA M. Michel
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AnnexI

LIST OF UNION HARMONISATION LEGISLATION
Section AList of Union harmonisation legislation based on the New Legislative Framework

1. Directive 2006/42/E@f the European Parliament and of the Council of 17 May 2006 on machinery, and
amendingDirective 95/16/EOJ L 157, 9.6.2006, p. 24) [as repealed bywthehinery Reqgulatidp

2. Directive 2009/48/E ©f the European Parliament and of the Council of 18 June 2009 on the safety of toys (OJ
L 170, 30.6.2009, p. 1);

3. Directive 2013/53/Elof the European Parliament and of the Council of 20 November 2013 on recreational
craft and personal watercraft and repealifigrective 94/25/EQOJ L 354, 28.12.2013, p. 90);

4.Directive 2014/33/Eof the European Parliament and of the Council of 26 February 2014 on the harmonisation

of the laws of the Member States relating to lifts and safety components for lifts (OJ L 96, 29.3.2014, p. 251);

5.Directive 2014/34/E\of the European Parliament and of the Council of 26 February 2014 on the harmonisation

of the laws of the Member States relating to equipment and protective systems intended for use in potentially

explosive atmospheres (OJ L 96, 29.3.2014, p. 309);

6. Directive 2014/53/Eof the European Parliament and of the Council of 16 April 2014 on the harmonisation of

the laws of the Member States relating to the making available on the market of radio equipment and repealing
Directive 1999/5/EQOJ L 153, 22.5.2014, p. 62);

7.Directive 2014/68/E0f the European Parliament and of the Council of 15 May 2014 on the harmonisation of

the laws of the Member States relating to the making available on the market of pressure equipment (OJ L 189,
27.6.2014, p. 164);

8. Regulation (EU) 2016/42@f the European Parliament and of the Council of 9 March 2016 on cableway
installations and repealin@irective 2000/9/EQOJ L 81, 31.3.2016, p. 1);

9. Regulation (EU) 2016/426f the European Parliament and of the Council of 9 March 2016 on personal
protective equipment and repealingouncil Directive 89/686/EKOJ L 81, 31.3.2016, p. 51);

10. Regulation (EU) 2016/426f the European Parliament and of the Council of 9 March 2016 on appliances
burning gaseous fuels and repealingective 2009/142/E(OJ L 81, 31.3.2016, p. 99);

11.Requlation (EU) 2017/745f the European Parliament and of the Council of 5 April 2017 on medical devices,
amendingDirective 2001/83/E{Requlation (EC) No 178/20aAd Regulation (EC) No 1223/20aAd repealing
Council Directives 90/385/Efand93/42/EEGOJ L 117, 5.5.2017, p. 1;

12.Requlation (EU) 2017/74% the European Parliament and of the Council of 5 April 2017 on in vitro diagnostic
medical devices and repealingrective 98/79/E@nd Commission Decision 2010/227/F0J L 117, 5.5.2017, p.
176).

Section B. List of other Union harmonisation legislation

13.Reqgulation (EC) No 300/20068the European Parliament and of the Council of 11 March 2008 on common
rules in the field of civil aviation security and repealitgpulation (EC) No 2320/20(@J L 97, 9.4.2008, p. 72).
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https://eur-lex.europa.eu/eli/dir/2006/42/oj
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A31995L0016
https://eur-lex.europa.eu/legal-content/en/TXT/?uri=CELEX%3A32014L0033
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32009L0048
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32013L0053
https://eur-lex.europa.eu/legal-content/en/ALL/?uri=CELEX%3A31994L0025
https://eur-lex.europa.eu/eli/dir/2014/33/oj
https://eur-lex.europa.eu/eli/dir/2014/34/oj
https://eur-lex.europa.eu/eli/dir/2014/53/oj
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A31999L0005
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32014L0068
https://eur-lex.europa.eu/eli/reg/2016/424/oj
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A32000L0009
https://eur-lex.europa.eu/eli/reg/2016/425/oj
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A31989L0686
https://eur-lex.europa.eu/eli/reg/2016/426/oj
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32009L0142
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32017R0745
https://eur-lex.europa.eu/legal-content/en/TXT/?uri=CELEX%3A32001L0083
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A32002R0178
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A32009R1223
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A31990L0385
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A31993L0042
https://eur-lex.europa.eu/eli/reg/2017/746/oj
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A31998L0079
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32010D0227
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A32008R0300
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32002R2320

14. Reqgulation (EU) No 168/2010f the European Parliament and of the Council of 15 January 2013 on the

approval and market surveillance of twor three-wheel vehicles and quadricycles (OJ L 60, 2.3.2013, p. 52);

15. Reqgulation (EU) No 167/206f the European Parliament and of the Council of 5 February 2013 on the

approval and market surveillance of agricultural and forestry vehicles (OJ L 60, 2.3.2013, p. 1);

16. Directive 2014/90/Elof the European Parliament and of the Council of 23 July 2014 on marine equipment
and repealingCouncil Directive 96/98/E(©J L 257, 28.8.2014, p. 146);

17.Directive (EU) 2016/7%f the European Parliament and of the Council of 11 May 2016 on the interoperability
of the rail system within the European Union (OJ L 138, 26.5.2016, p. 44).

18. Regulation (EU) 2018/85f the European Parliament and of the Council of 30 May 2018 on the approval

and market surveillance of motor vehicles and their trailers, and of systems, components and separate technical
units intended for such vehicles, amendiRggulations (EC) No 715/20amd (EC) No 595/200and repealing
Directive 2007/46/EQOJ L 151, 14.6.2018, p. 1);

19. Regulation (EU) 2019/21%f the European Parliament and of the Council of 27 November 2019 on type
approval requirements for motor vehicles and their trailers, and systems, components and separate technical
units intended for such vehicles, as regards their general safety angrttection of vehicle occupants and
vulnerable road users, amendifitegulation (EU) 2018/85%f the European Parliament and of the Council and
repealingRegulations (EC) No 78/2Q@2C) No 79/200and (EC) No 661/2006f the European Parliament and

of the Council and Commissiétegulations (EC) No 631/20F2U) No 406/201,0EU) No 672/201,0EU) No
1003/201Q (EU) No 1005/201,GEU) No 1008/201,qEU) No 1009/201dEU) No 19/2011(EU) No 109/2011

(EU) No 458/201,XEU) No 65/201,2EU) No 130/201ZEU) No 347/201,ZEU) No 351/201,ZEU) No 1230/2012
and(EU) 2015/1660J L 325, 16.12.2019, p. 1);

20. Regulation (EU) 2018/11 %4 the European Parliament and of the Council of 4 July 2018 on common rules in

the field of civil aviation and establishing a European Union Aviation Safety Agency, and amending Regulations
(EC) No 2111/20Q%EC) No 1008/2008EU) No 996/201,QEU) No 376/2014nd Directives 2014/30/Eland
2014/53/EUof the European Parliament and of the Council, and repedtiagulations (EC) No 552/20aAd
(EC) No 216/2006f the European Parliament and of the Council &wlincil Regulation (EEC) No 392400 L

212, 22.8.2018, p. 1), in so far as the design, productionpdaing on the market of aircrafts referred to in
points (a) and (b) of Article 2(1) thereof, where it concerns unmanned aircraft and their engines, propellers, parts

and equipment to control them remotely, are concerned.

Relevant Recitalg9 to 52,173

(50) As regards Al systems that are safety components of products, or which are themselves products, falling
within the scope of certain Union harmonisation legislation listed in an annex to this Regulation, it is appropriate
to classify them as highisk undetthis Regulation if the product concerned undergoes the conformity assessment
procedure with a thireparty conformity assessment body pursuant to that relevant Union harmonisation

legislation. In particular, such products are machinery, toys, lifisipenent and protective systems intended for
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https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A32013R0168
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32013R0167
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32014L0090
https://eur-lex.europa.eu/legal-content/en/ALL/?uri=CELEX%3A31996L0098
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32016L0797
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32018R0858
https://eur-lex.europa.eu/eli/reg/2007/715/oj
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32009R0595
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32007L0046
https://eur-lex.europa.eu/eli/reg/2019/2144/oj
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32018R0858
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A32009R0078
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32009R0079
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A32009R0661
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A32009R0631
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32010R0406
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32010R0672
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32010R1003
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32010R1003
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32010R1005
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32010R1008
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32010R1009
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32011R0019
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32011R0109
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32011R0458
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32012R0065
https://eur-lex.europa.eu/eli/reg/2012/130/oj
file:///C:/Users/src/AppData/Roaming/iManage/Work/Recent/(EU)%20No%20347/2012
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32012R0351
file:///C:/Users/src/AppData/Roaming/iManage/Work/Recent/(EU)%20No%201230/2012
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32015R0166
https://eur-lex.europa.eu/eli/reg/2018/1139/oj
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32005R2111
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=celex%3A32008R1008
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32010R0996
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32014R0376
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32014L0030&from=CS
https://eur-lex.europa.eu/eli/dir/2014/53/oj
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX:32004R0552
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32008R0216
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A31991R3922

use in potentially explosive atmospheres, radio equipment, pressure equipment, recreational craft equipment,
cableway installations, appliances burning gaseous fuels, medical devices, in vitro diagnostic medical devices,

automotive and aviation.

(51) The classification of an Al system as higk pursuant to this Regulation should not necessarily mean that
the product whose safety component is the Al system, or the Al system itself as a product, is considered to be
high-risk under the criteria estaklied in the relevant Union harmonisation legislation that applies to the product.

This is, in particular, the case feegulations (EU) 2017/74md (EU) 2017/746wherea third-party conformity

assessment is provided for mediuisk and higkrisk products.

(52) As regards standlone Al systems, namely higkk Al systems other than those that are safety components

of products, or that are themselves products, it is appropriate to classify them asigkgh in light of their
intended purpose, they pose a higsk of harm to the health and safety or the fundamental rights of persons,
taking into account both the severity of the possible harm and its probability of occurrence and they are used in
a number of specifically pi@efined areas specified in $hRegulation. The identification of those systems is based

on the same methodology and criteria envisaged also for any future amendments of the listiiékilyhsystems

that the Commission should be empowered to adopt, via delegated acts, to takecouant the rapid pace of

technological development, as well as the potential changes in the use of Al systems.
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https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32017R0745´
https://eur-lex.europa.eu/eli/reg/2017/746/oj
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Annex Il

List of criminaloffences referred to in Article 5(1)irst subparagraph, point (h) (iii)

Criminal offences referred to in Article 5(1), first subparagraph, point (h)(iii):

- terrorism,

- trafficking in human beings,

- sexual exploitation of children and child pornography,

- illicit trafficking in narcotic drugs and psychotropic substances,
- illicit trafficking in weapons, munitions and explosives,

- murder, grievous bodily injury,

- illicit trade in human organs and tissue,

- illicit trafficking in nuclear or radioactive materials,

- kidnapping, illegal restraint and hostaggking,

- crimes within the jurisdiction of the International Criminal Court,
- unlawful seizure of aircrafir ships

- rape

- environmental crime,

- organised or armed robbery,

- sabotage,

- participation in a criminal organisation involved in one or more offences listed above.
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