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1 List of Union harmonisation legislation
Section A. List of Union harmonisation legislation based on the New Legislative Framework
1. 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, p. 24);
2. Directive 2009/48/EC of the European Parliament and of the Council of 18 June 2009 on the safety of toys (OJ L 170, 30.6.2009, p.
Directive 2013/53/EU of the European Parliament and of the Council of 20 November 2013 on recreational craft and personal watercraft and repealing Directive 94/25/EC (OJ L 354, 28.12.2013, p. 90);
Directive 2014/33/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 lifts and safety components for lifts (OJ L 96, 29.3.2014, p. 251);
oL 96 by 2I031||;ectlvgo 29(;1 4/34/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 equipment and protective systems intended for use in po(enna\ly explosive atmospheres
p.

recllve 2014/53/EU of 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/EC (OJ
L 153, 22 5.2014, p.

Dlrectlve 2014/68/EU of the European Parliament and of the Council of 15 May 2014 on the harmonisation of the laws of the Member States relating to the maklng available on the market of pressure equipment (OJ L 189, 27.6.2014, p. 164);
gulation (EU) 2016/424 of the European Parliament and of the Council of 9 March 2016 on cableway installations and repealing Directive 2000/9/EC (OJ L 81, 31.3.2016, p. 1);
ulation (EU) 2016/425 of the European Parliament and of the Council of 9 March 2016 on personal protective equipment and repealing Council Directive 89/686/EEC OJ L 81, 31.3.2016, p. 51);
10. Fle gulation (EU) 2016/426 of the European Parliament and of the Council of 9 March 2016 on appliances burning gaseous fuels and repealit g Directive 2009/142/EC (OJ L 81, 31.3.2016, p. 8
egulation ((EU EO1 7/745 D' Ihe European Parliament and of the Council of 5 April 2017 on medical devices, amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regula(lan (E ) No 1223/2009 and repealing Council Directives
17, 5.5.20 . 1);

11.
90/385/EEC and 93 /42/EE(
2017/746 nl lhe 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).

Regulation (EU
Section B List of other Union harmonisation legislation
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 avlanon secun(y and vepeallng Regulanon (EC) No 2320/2002 (DJ L 97 9 4 2008 p 72);

14. Regulation (EU) No 168/2013 of the European Parliament and of the Council of 15 January 2013 on the approval and market

15.  Regulation (EU) No 167/2013 of the European Parliament and of the Council of 5 February 2013 on the approval and el ul a i T 'ursslry vehlcles (0J L 60, 2.3 2013 p

16. 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. 1

17, Dlreci\ve (EV) 016/797 ﬂl the European Parliament and of the Council of 11 May 2016 Dn the interoperability of the rail system within the European Union (OJ L 138, 26.! 5. 2016, p 44);

qulation (EU) 2018/858 of the European Parliament and of the Council of 3 8 on the approval and market surveillance of motor vehicles and their trailers, and of systems, components and separate technical units intended for such

vehlclss amsndlng Regulanons (EC) No 1512007 and. (EC) No 595/2009 and repealing D\rec(lvs 2007/45/50 (oJ L 151, 14.6.2018,

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 lechmcal units intended for suct
vehicles, as regards their general safety and the protection of vehicle occupants and vulnerable road users, amendl g 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'861/2009 f the European Parfiament and of the Counci and Commission Regulations (EC) No 631/2009, (EU) No 406/2010, (EU) No 672/2010, (EU) No 100372010, (EU) No 100512010, (EU)No 00872010, (EU) No 100872010, (EU) No 1972011,

(EV) Na 092011 (EU N 458/2011, (EU) No 65/2012, (EU) No 130/2012, (EU) No 347/2012, (EU) No 351/2012 (EU) No 1230/2 2012 and (EU) 2015/166 (OJ L 325, 16. 1);
ion (EU) 201 8/1139 of the European Parliament and of the Council of 4 Jul ly 2018 on common rules in the field of civil aviation and Eslabllshln a European Union Aviation Safety A%ency and amending Regulations (EC) No 2111/2005,
(EC) No 2 Sbo8/2008 (EU) No 9962010, (EU) No 876/2014 and Direcives 2014130/E and 2014/53/EU of the European Pariament and of the Counl, and repealing Regulations (EC) No 552/2004 and (EC) No 216/2008 of the European Parliament and of the
Council and Council Regulation (EEC) No 3922/91 (OJ L 212, 22.8.2(

018, p. 1), in S0 far as the design, production and placing on the market of aircrafts referred to in Article 2(1), points (a) and (b) thereof, where it concerns unmanned aircraft and their engines,
propellers, parts and equipment to control them remotely, are concerned.
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List of criminal offences referred to in Article 5(1), first subparagraph, point (h)(iii)
Criminal offences referred to in Article 5(1), first subparagraph, point (h)(iii):

rism,
(raﬂlcklng in human bein

sexual exploitation of chlldren and child pornography,

illicit trafficking in narcotic drugs or psychotropic substances,
illicit trafficking in weapons, munitions or explosives,

murder, grievous bodily injury,

illcit trade in human organs or tissue,

icit trafficking in nuclear or radioactive materials,

kidnapping, illegal restraint or hostage-taking,

crimes within the jurisdiction of the International Criminal Court,
unlawful seizure of aircraft or ships,

environmental crime,
organised or armed robbery,

botage,
participation in a criminal organisation involved in one or more of the offences listed above.
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igh-risk Al systems referred to in Article 6(2)
ngn risk Al systems pursuant to Article 6(2) are the Al s l¥stems listed in any of the following areas:
rics, in so far as their use is permitted under relevant Union or national law:

(a)remole biometric identification systems.
This shall not include Al systems intended to be used for biometric verification the sole purpose of which is to confirm that a specific natural person is the person he or she claims to be;(b)Al systems intended to be used for biometric categorisation, according to
sensitive or protected attributes or characteristics based on the inference of those attributes or characteristics;(c)Al systems intended to be used for emotion recognitior
2 Critical infrastructure: Al systems intended to be used as safety components in the management and operation of critical dlgnal infrastructure, road traffic, or in the supply of water, gas, heating or electricity.

ication and vocational training:
la)AI systems intended to be used to determine access or admission or to assign natural persons to educational and vocational training institutions at all levels;(b)Al systems intended to be used to evaluate learning outcomes, including when those oulcomes are
used to steer the learning process of natural persons in educational and vocational training institutions at all levels;(c)Al systems mtenged to be used for the purpose of assessing the appropriate level of education that an individual will receive or will be able
access, in the context of or within educational and vocational training institutions at all levels;(d)Al systems intended to be used for monitoring and detecting prohibited behaviour of students during tests in the context of or within educational and vocational lralnlng
\nsll(u(luns at all Ievels

ers’ and access to
(a)AI systems [enac e fortoTeet et selection of natural persons, in particular to place targeted job advertisements, to analyse and filer job applications, and to evaluate candidates;(b)Al systems intended to be used to make decisions affecting
terms of work-related relationships, the promotion or of to allocate tasks based on individual behaviour or personal traits or characteristics or to monitor and evaluate the performance and behaviour of persons in

such relatlonshlp
s to and enjoyment of essential private services and essential public services and benef
la)AI systems intended to be used by public authorities or on behalf of public authorities to evaluate me ellglblmy of natural persons for essential public assistance benefits and services, including healthcare services, as well as to grant, reduce, revoke, o reclaim
such benefits and services;(b)Al systems intended to be used to evaluate the creditworthiness of natural persons or establish their credit score, with the exception of Al systems used for the purpose of detecting financial fraud; i(C)Al systems intended to be used for
risk assessment and pricing in relation to natural persons in the case of life and health insurance;(d)Al systems intended to evaluate and classify emergency calls by natural persons or to be used to dispatch, or to establish priority in the dispatching of, emergency
first response services, inciuding by police, firefighters and medical aid, as well as of emergency healthcare patient triage systems.
6. W enfovcemem in so far as their use is permitted under relevant Union or national la
(@)A! systems intended to be used by or on behalf of law enforcement authorities, or by Union institutions, bodies, offices or agencies in support of law enforcement authorities or on their behalf to assess the risk of a natural person becoming the victim of criminal
offences;(b)Al systems intended to be used by or on behalf of law or by Union bodies, offices or agencies in support of law enforcement authorities as polygraphs or similar tools;(c)Al systems intended to be used by or on behalf
of law bodies, offices or agencies, in support of law enforcement authorities to evaluate the reliability of evidence in the course of the of criminal systems intended to be
used by law enforcement authorities or on their behalf or by Union institutions, bodies, offices or dgencles in support of law enforcement authorities for assessing the risk of a natural person Ifendmg or re-offending not solely on the basis of the profiling of S
persons as referred to in Article 3(4) of Directive (EU) 2016/680, or to assess personality traits and characteristics or past criminal behaviour of natural persons or groups:(e)Al systems intended to be used by or on behalf of law enforcement authorities or by Union
institutions, bodies, offices or agencies in support of law enforcement authorities for the profiling of natural persons as referred to in Article 3(4) of Directive (EU) 2016/680 in the course of the detection, investigation or prosecution of criminal offences.
igration, asylum and border control management, in so far as their use is permitted under relevant Union or national law:
(a)Al systems intended to be used by or on behalf of competent public authorities or by Union institutions, bodies, offices or agencies as polygraphs or similar tools;(b)Al systems intended to be used by or on behalf of competent public authorities or by Union
institutions, bodies, offices or agencies to assess a risk, including a security risk, a risk of irregular migration, or a health risk, posed by a natural person who intends to enter or who has entered into the territory of a Member State;(c)Al systems intended to be used
by or on behalf of competent public authorities or by Union institutions, bodies, offices or agencies to assist competent public authorities for the examination of applications for asylum, visa or residence permits and for associated complaints with regard to the
eligibilty of the natural persons applying for a status, including related assessments of the reliabilty of evidence;(d)Al systems intended to be used by or on behalf of public ‘or by Union i bodies, offices or agencies, in the context of
mlgratlon asylum or border control management, for the puvposs of detecting, recognising or identifying natural persons, with the exception of the verification of travel documsn(s
Administration of justice and democratic processe:
la)AI systems intended to be used by a judicial authority e ea judicial authority in researching and interpreting facts and the law and in applying the law to a concrete set of facts, or to be used in a similar way in alternative dispute resolution;
(b)Al systems intended to be used for influencing the outcome of an election or referendum or the voting behaviour of natural persons in the exercise of their vote in elections or referenda. This does not include Al systems to the output of which natural persons are
not directly exposed, such as tools used to organise, optimise or structure political campaigns from an administrative or logistical point of view.
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eral description of the Al system including:

4 Technical documentation referred to in Article 11(1)
I V The technical documentation referred to in Article 11(1) shall contain at least the following information, as applicable to the relevant Al system:
(a)l(s intended purpose, the name of the provider and the version of the system rellscnng |(s relatlon to previous versions;| (b)how the Al sys19m interacts with, or can be used to interact with, hardware or software, including with other Al systems, that are not part of
of all

e Al system itself, where applicable;(c)the versions of relevant software or firmware, and related to versi I the forms in which the Al sys(em is placed on the market or put into service, such as software packages

mbedded into hardware, downloads, or APIs:(e)the description of the hardware on which the Al system is e («)wnere the Al system is a ‘of products, showing external features, the marking and internal layout of
(hoss producl ;(g)a basic description of the user-interface provided to the deployer;(h)instructions for use for the deployer, and a basic description of the user-i mter!aoe provldsd to the dep\oyer, where applicable;

ailed description of the elements of the Al system and of the process for its development, including:
la)me melhods and steps performed for the development of the Al system, including, where relevant, recourse to pre-trained systems or tools provided by third parties and how those were used, integrated or modified by the provider;(b)the design specifications of
the system, namely the general logic of the Al system and of the algorithms; the key design choices including the rationale and assumptions made, including with regard to persons or groups of persons in respect of who, the system is intended to be used; the main
classification choices; what the system s designed to optimise for, and the relevance of the different parameters; the description of the expected output and output quality of the system; the decisions about any possible trade-off made regarding the technical
solutions adopted to comply with the requirements set out in Chapter Ill, Section 2;(c)the description of the system architecture explaining how software components build on or feed into each other and integrate into the overall processing; the computational
resources used to develop, train, test and validate the Al system;| (d)where relevan( the data requirements in terms of datasheets describing the training methodologies and techniques and the training data sets used, including a general description of these data
sets, information about their scope and main w the data was obtained and selected: labelling procedures (e.g. for supervised leaming), data cleaning methodologies (.. outliers detection);(e)assessment of the human overslgh!
measures needed in accordance with Article 14, including an assessment ul ihe technical measures needed to facilitate the interpretation of the outputs of Al systems by the deployers, in accordance with Article 13(3), point (d)-(flwhere applicable, a detailed
descnptlon of pre-determined changes to the Al system and its performance, together with all the relevant information related to the technical solutions adopted to ensure continuous compliance of the Al system with the relevant requirements set out in Chapter I,
ection 2;(g)the validation and testing procedures used, including information about the validation and testing data used and their main characteristics; metrics used to measure accuracy, robustness and compliance with other relevant requirements set out in

Chapter 1jl, Section 2, as well as potentially discriminatory impacts; test logs and all test reports dated and signed by (he respunslble persons, including with regard to pre-determined changes as referred to under point (f):(h)cybersecurity measures put in place;
3. Detailed i about the and control of the Al system, in particular with regard to: and limitations in including the degrees of accuracy for specific persons or groups of persons on which the system
is intended to be used and the overall expected level of accuracy in relation to its intended purpose; the foreseeable unln(ended outcomes and sources of risks to health and safety, fundamental rights and discrimination in view of the intended purpose of the Al
system; the human oversight measures needed in accordance with Article 14, including the technical measures put in place to facilitate the interpretation of the outputs of Al systems by the deployers; specifications on input data, as appropriate;
A f the metrics for the  specific Al sys(em,

of the of t
A detailed iption of the risk ystem in
A description of relevant changes made by the pruvlder 10 the system through its lifecycle;
A list of the harmonised standards applied in full or in part the references of which have been published in the Official Journal of the European Union; where no such harmonised standards have been applied, a detailed description of the solutions adopted
to meet the requlremems set out in Chapter lll, Section 2, including a lst of other relevant standards and technical specifications applied;
of the EU declaration of Don'ormﬁy referred to in Article
A ds(alled description of the system in place to evaluate the Al system in the post- ket phase in with Article 72, including the post-market monitoring plan referred to in Article 72(3).

Nook,

©®
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5 EU declaration of conformity
The EU declaration of conformity relerred to in Article 47, shall contain all of the following information:

Al system name and type and any additional unambiguous reference allowing the identification and traceability of the Al system;

The name and address of the provider or, where applicable, of their authorised representative;
A statement that the EU declaration of conformity referred to in Article 47 is issued under the sole responsibility of the provider;
A statement that the Al system is in confurmny with this Regulatlan and, if applicable, with any other relevant Union law that provides for the issuing of the EU declaration of conformity relerred to in Article 47;
Where an Al system involves the processing of personal data, a statement that that Al system complies with Regulanons (EV) 2016/679 and (EU) 2018/1725 and Directive (EU) 2016/680;
References to any relevant harmonised standards used or any other common specmcanor; T relation to which conformity is declar

‘Where applicable, the name and identification number of the notified ocedure perlormed and identification of the certificate issued;
The place and date of issue of the declaration, the name and function of (he person who signed it, as well as an indication for, or on behalf of whom, that person signed, a signature.

SNOORLPS
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6 Conformlty assessment procedure based on internal control
The conformity assessment procedure based on internal control is the conformity assessment procedure based on points 2, 3 and 4.
2. The provider verifies that the established quality management system is in compliance with the requirements of Article 17.
3. The provider examines the information contained in the technical documentation in order to assess the compliance of the Al system with the relevant essential requirements set out in Chapter 111, Section 2.
4. The provider also verifies that the design and development process of the Al system and its post-market monitoring as referred to in Article 72 is consistent with the technical documentat



Al ACT ANnexes [swss s 2z [wews | e | MEREEH

Committee
533 Al

Relation with I Hosting and

other EU norms aﬁﬁﬁﬂ developing

7 Conformity based on an of the quality system and an of the technical
1. Introduction
<2:onformny based on an of the quality system and an of the technical ion is the ity procedure based on points 2 to 5.

The approved quality management system for the design, development and testing of Al systems pursuant to Article 17 shall be examined in accordance with point 3 and shall be subject to surveillance as specified in point 5. The technical documentation of the Al
system shall be examined in accordance with point 4.
3. Quality managemen( system

31. he application of the provider shall include:

(a)the name and address of the provider and, if the application is lodged by an authorised representative, also their name and address;(bjthe list of Al systems covered under the same quality techni ion for each Al system
covered under the same quality the quality system which shall oovev all the aspects listed under Article 17;(e)a description of the procedures in plaoe (o ensure that the quality management
system remains adequate and ive;(f)a written ion that the same has not been lodged with any other notified

3.2. management system shall be assessed by the notified body. Wiih shall detormine whether it satifies she r requirements referred to in Article 17.
The decision shall be notified to the provider or |(s au(honsed representative.
The notification shall contain the of the quality system and the reasoned assessment decision.
33.  The quality management syslem & approved shall continue to be implemented and maintained by the provider so that it remains adequate and efficient.
3.4. Any intended change to the approved quality management system or the ||s( of Al systems covered by the latter shall be brought to the attention of the notified body by the provider.
The proposed changes shall be examined by the notified body, which shall decide whether the modified quality management system continues to satisfy the requirements referred to in point 3.2 or whether a reassessment is necessary.
The notified body shall notify the provider of its decision. The notification shall contain the conclusions of the examination of the changes and the reasoned assessment decision.
4. Con(rol of the technical documentation.
In addition to the application referred to in point 3, an application with a notified body of their choice shall be lodged by the provider for the assessment of the technical documentation relating to the Al system which the provider intends to place on
the markel or put into service and which is covered by the quality management system referred to under point 3.
he application shall include:
(a)the name and address of the provider;(b)a written declaration that the same application has not been lodged with any other notified bod Sc](he technical documentation referred to in Annex IV.
nical documentation shall be examined by the notified body. Where relevant, and limited to what is necessary to fuffil its tasks, the notified body shall be granted full access to the training, validation, and testing data sets used, including,
where appropnate and subject to security safeguards, through API or other relevant technical means and tools enabling remote access.
4. In examining the technical documentation, the notified body may require that the provider supply further evidence or carry out further tests so as to enable a proper assessment of the conformity of the Al system with the requirements set out in
Chapter lil, Section 2. Where the notified body is not satisfied with the tests carried out by the provider, the notified body shall tself directly carry out adequate tests, as appropriate
ssary to assess the conformity of the high-risk Al system with the requirements set out in Chapter IIl, Section 2, after all other means to verify ity have been and have proven to be insufficient, and upon
a reasoned request, the notified body shall also be granted access to the training and trained models of the Al system, including its relevant parameters. Such access shall be subject to existing Union law on the prmecﬂon of intellectual property and trade secrets.
The decision of the notified body shall be notified to the provider or its authorised representative. The notification shall contain the conclusions of the assessment of the technical documentation and the reasoned assessment decision.
Where ths Al system is in conformity with the requirements set out in Chapter Ill, Section 2, the notified body sha\l issue a Union technical documentation assessment certificate. The certificate shall indicate the name and address of the provider, the conclusions of
the examination, the conditions (if any) for its validity and the data necessary for he identification m the Al systel
The certificate and its annexes shall contain all relevant information to allow the conformity of the Al system to be evaluated, and to allow for control of the Al system while in use, where applicable.
Where the Al system is not in conformity with the requirements set out in Chapter Ill, Section 2, the notified body shall refuse to issue a Union technical documentation assessment certificate and shall inform the applicant accordingly, giving detailed reasons for its

Where ‘the Al system does not meet the requirement relating to the data used to train it, re-training of the Al system will be needed prior to the ication for a new In this case, the reasoned assessment decision of the notified body
reVuslng (o issue the Union technical documentation assessment certificate shall contain specific considerations on the quality data used to train the Al system, in partlcular on the reasons for non- compllance
change to the Al system that could affect the compliance of the Al system with the requirements or its intended purpose shall be assessed by the notified body which issued the Union technical documentation assessment certificate. The

pruvlder shall inform such notified body of its intention to introduce any of the abovementioned changes, or if it otherwise becomes aware of the occurrence of such changes. The intended changes shall be assessed by the notified body, which shall decide whether
those changes require a new conformity assessment in accordance with Article 43(4) or whether they could be addressed by means of a supplement to the Union technical documentation assessment certificate. In the latter case, the notified body shall assess the
changes, notify the g‘rovlder of its decision and, where the changes are approved, issue to the provider a supplement to the Union technical documentation assessment certificate.
5. Surveillance of the approved quality management s
Ths purpose of the surveillance carried out by the notified body referred to in Point 3 is to make sure that the provider duly complies with the terms and conditions of the approved quality management system.

ent purposes, the provider shall allow the notified body to access the premises where the design, development, testing of the Al systems is taking place. The provider shall further share with the notified body all necessary information.
53 The otfied body shall carry out periodic audits to make sure that the provider maintains and applies the quality management system and shall provide the provider with an audit report. In the context of those audits, the notified body may carry out
additional tests of the Al systems for which a Union technical documentation assessment certificate was issued.
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In(ormatlon to be submitted upon the registration of high-risk Al systems in accordance with Article 49
— Information to be submitted by providers of high-risk Al systems in accordance with Article 49(1
The fullowmg information shall be provided and thereafter kept up to date with regard to high-risk Al systems to be registered in accordance with Article 49(1):
1. The name, address and contact details of the provider;
Where submission of information is carried out by another person on | behall of the provlder the name, address and contact details of that person;
The name, address and contact details of the
The Al system trade name and any additional unambiguous reference allowmg the identification and traceability of the Al system;
A description of the intended purpose of the Al system and of the components and functions supported through this Al system;
A basic and concise description of the information used by the system (data, inputs) and its operating logic;
The status of the Al system (on the market, or in service; no longer placed on the market/in service, rscalled)
The type, number and expiry date of the certificate issued by the noified body and the name or identification number of that notified body, where applicable;
A scanned copy of the certificate referred to in point 8, where applicable;
10. Any Member States in which the Al system has been placed on the marke( put into service or made available in the Union;
1. A copy of the EU declaration of conformity referred to in Article 47;
12. Electronic instructions for use; this information shall not be pruvnded for high-risk Al systems in the areas of law enforcement or migration, asylum and border control management referred to in Annex IlI, points 1, 6 and 7;
13. A URL for additional information (optional).
i — Information to be submitted by providers of high-risk Al systems in accordance with Article 49(2)

The following information shall be provided and thereafter kep\ up to date with regard to Al systems to be registered in accordance with Article 49(2):

The name, address and contact details of the provider;
Where submission of information is carried out by another person on behalf of the provlder the name, address and contact details of that person;
The name, address and contact details of the where
The Al system trade name and any additional unamblguous reference allowing the identification and traceability of the Al system;
A description of the intended purpose of the Al s,
The condition or conditions under Article S(S)based on whlch the Al sys\em is oonmdered Iu be not-high-risk;
A short summary of the grounds on which the Al syst: o be fths procedure under Article 6(3);
The status of the Al system (on the market, or in servloe no longer placed on lhe malke!/n service, recalled);
Any Member States in which the Al f{vs(em has been placed on the market, put into service or made available in the Union.

— Information to be submitted by deployers of high-risk Al systems in accordance with Article 49(3)

The lollowmg information shall be provided and thereafter kepl up to date with regard to high-risk Al systems to be registered in accordance with Article 49(3):

The name, address and contact details of the deployer;

The name, address and contact details of the person submmlng information on behalf of the deployer;
3. The URL of the entry of the Al system in the EU dalabase by its provider;
4. A summary of the findings of the rights h Arti
5. A summary of the data protection impact assessment carned out in accordance W|th Amcle 35 of Regulatlon (EU) 2016/679 or Article 27 of Directive (EU) 2016/680 as specified in Article 26(8) of this Regulation, where applicable.
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9 Information to be submitted upon the registration of high-risk Al systems listed in Annex Ill in relation to testing in real world conditions in accordance with Article 60
The following information shall be provided and thereafter kept up to date with regard to (esung in real world conditions to be registered in accordance with Article 60:
A Union-wide unique single identification number of the testing in real world condition:

The name and contact details of the provider or prospective provider and of the deployers involved in the testing in real wovld condmons,
Abrief description of the Al system, its intended purpose, and other information necessary for the identification of the system:
A summary of Ihe main charactensllcs of the plan for testing in real world conditions;

orLPp=

of the testing in real world conditions.
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10 Umon legislative acts on large-scale IT systems in the area of Freedom, Security and Justice
Schengen Information System
2018/1860 of the European Parliament and of the Council of 28 November 2018 on the use of the Schengen Information System for the return of illegally staying third-country nationals (OJ L 312, 7.12.2018, p.

a) Regulation (EU 1).
b) Regulation (EU) 2018/1861 of the European Parliament and of the Council of 28 November 2018 on the es(abllshment operation and use of the Schengen Information System (SIS) in the field of border checks, and amendlng the Convention implementing
he Schengen Agreement, and amending and repealing Regulation (EC) No 1987/2006 (OJ L 312, 7.12.2018, p.
Regulation (EU) 2018/1862 of the European Parliament and of the Council of 28 November 2018 on th 2 es\ab ishment, operation and use of the Schengen Information System (SIS) in the field of police cooperation and |ud|c|a| cooperation in criminal

nan\?rs, IaTendlng and Vspsallng Council Decision 2007/533/JHA, and repealing Regulation (EC) No 1986/2006 of the European Parliament and of the Council and Commission Decision 2010/261/EU (OJ L 312, 7.12.2018, p. 56).
. Visa Information
@)  Regulation (EU) 2021 /1133 of the European Parliament and of the Council of 7 July 2021 amendlré% Regulanuns (EU) No 603/2013, (EU) 2016/794, (EU) 2018/1862, (EU) 2019/816 and (EU) 2019/818 as regards the establishment of the conditions for
ccesslng other EU information systems for the purposes of the Visa Information Sys(em (OJ L 248, 13.7.
b) gulation (EU) 2021/1134 of the European Parliament and of the Council of 7 July 2021 amending Flegula(lans (EC) No 767/2008, (EC) No 810/2009, (EUK‘2016/399 (EV) 2017/2226, (EU) 2018/1240, (EU) 2018/1860 (EU) 2018/1861, (EU) 2019/817
gndE(EUJd2019/1896 of the European Parliament and of the Council and repealing Council Decisions 2004/512/EC and 2008/633/JHA, for the purpose of reforming the Visa Information System ( J L 248, 13.7.; 2021 11).
Regulation (EU) 2024/1358 of the European Parliament and ol lhe Council of 14 May 2024 on the establishment of ‘Eurodac’ for the comparison of blumemc data in order to effectively apply Regulations (EU) 2024/1315 and (EU) 2024/1350 of the European
Parliament and of the Council and Council Directive 200 and to identify illegally staying third-country nationals and stateless persons and on requests for the comparison with Eurodac data by Member States’ law enforcement authorities and Europol for law
enforcement purposes, amending Regulations (EU) 2018/1 240 and (EU) 2019/818 of the European Parliament and of the Council and repealing ngulanon (EU) No 603/2013 of the European Parliament and of the Council (OJ L, 2024/1358, 22.5.2024, ELI: http:
//dala ‘europa.eulelilreg/2024/1358/0j).

4. Entry/Exit System
Regulanon (EU) 2017/2226 of the European Parliament and of the Council of 30 November 2017 establishing an Entry/Exit System (EES) (o rsgls\er entry and exit da(a and refusal of entry data of third-country nationals crossing the external borders of the Member
tates and determining the conditions for access to the EES for law enforcement purposes, and amending the Convention engen (EC) No 767/2008 and (EU) No 1077/2011 (OJ L 327, 9.12.2017, p. 20).

. European Travel Information and Authorisation Systs
a) Flegulancn1 (EU) 2018/1240 of the/gg;op(ean Paglﬁar‘\em and of the Council of 12 September 2018 establishing a European Travel Information and Authorisation System (ETIAS) and amending Regulations (EU) No 1077/2011, (EU) No 515/2014, (EU)

016/399, (EU) 2016/1624 and (EU) 2 9.9.2018, p.
)  Regulation (EU) 2018/1241 of the European Parliament and of the Council of 12 September 2018 amending Regulation (EU) 2016/794 for the purpose of establishing a European Travel Information and Authorisation System (ETIAS) (OJ L 236, 19.9.2018,

uropean Criminal Flecords Information System on third-country nationals and stateless persons
Regulatlon (EU) 2019/816 of the European Parliament and of the Council of 17 April 2019 establishing a centralised system for the Idemlllcalion of Member States holding conviction information on third-country nationals and stateless persons (ECRIS-TCN) to
sup;ljlernent (hg IEurcpean Criminal Records Information System and amending Regulation (EU) 2018/1726 (OJ L 135, 22.5.2019, p. 1
g nteropera ity

% ulat Ilon (EU) 2019/817 of the European Parliament and of the Council of 20 May 20 n EU information systems in the field of borders and visa and amending Regulations (EC) No 767/2008, (EU)
2016/399 ( U) 2017/2226, (EU) 20 8/1240, (EU) 2018/1726 and (EU) 2018/1861 of the Europsan Pamamem and of the Councll and Council | Declslons 2004/512/EC and 2008/633/JHA (OJ L 135, 22.5.2019, p. 27).

jation (EU) 2019/818 of the European Parliament and of the Council of 20 May systems in the field of police and judicial cooperation, asylum and migration and amending
Regulauons (EU) 2018/1726, (EU) 2018/1862 and (EU) 2019/816 (OJ L 135, 22.5.2019, p. es)
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11 X I gechnical documentation referred to in Article 53(1), point (a) — technical documentation for providers of general-purpose Al models
ecti

Information to be provided by all providers of general-purpose Al models
The technical documentation referred to in Article 53(1), point (a) shall contain at least the following information as appropriate to the size and risk profile of the model:
A general descri Jman of the general-purpose Al model including:
(a)me tasks that the model is intended to perform and the type and nature of Al systems in which it can be it X use policies i X date of release and methods of distributic i and number of
modall(y (e g text, image) and format of inputs and outputs;(f)the licence.
A detailed description of the elements of the model referred to in polnl 1, and relevant information of the process for the development, including the following elements:
(a)me Iechnlcal means (e.g. instructions of use, infrastructure, tools) required for the. general-purpose Al model to be integrated in Al systems;(b)the design specifications of the model and training process, including training methodologies and techniques, the key
design choices including the rationale and assumptions made what the model is designed to optimise for and the relevance of the different parameters, as applicable;(c)information on the data used for training, testing am? validation, where applicable, including
the type and provenance of data and curation methodologies (e.g. cleaning, fltering, etc.), the number of data points, their scope and main characteristics; how the data was obtained and selected as well as all other measures to detect the unsuitability of data
sources and methods to detect identifiable biases, where applicable;(d)the oompulallonal resources used to train the model (e.g. number of floating point operations), training time, and other relevant details related to the training;(e)known or estimated energy
oonsumptlon of the model.With regard to point (e), where the energy consumption of the model is unknown, the energy consumption may be based on information about oompu(anonal resources used.

Addmonal information to be provided by providers of general-purpose Al models with systemic risk
A detailed description of the evaluation strategies, including evaluation results, on the basis of available public evaluation protocols and tools or otherwise of other evaluation methodologies. Evaluation strategies shall include evaluation criteria,
metrics and the me(hodology on the identification of limitations.
‘Where applicable, a detailed description of the measures put in place for the purpose of conducting internal and/or external adversarial testing (e.g. red teaming), model adaptations, including alignment and fine-tuning.
3. thre applicable, a detailed description of the system architecture explaining how software components build or feed into each other and integrate into the overall processing.
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12 Transparency information referred to in Article 53(1), point (b) — technical documentation for providers of g I-purpose Al models to providers that integrate the model into their Al system
The information referred to in Article 53(1), point (b) shall contain at least the following:
neral description of the general-purpose Al model including:
(a)me tasks that the model is intended to perform and the type and nature of Al systems into which it can be ise policies i date of release and methods of dls(rlbutlon ;(d)how the model interacts, or can be used to
interact, with hardware or software that is not part of the model itself, where applicable;(e)the versions of relevant software related to the use of the g I-purpose Al model, where itecture and number of parameters;(g)the modality (e.g. text,
|mage) and format of inputs and outputs;(h)the licence for the model.

A description of the elements of the model and of the process for its development, including:

(a)me technical means (e.g. instructions for use, infrastructure, tools) required for the general-purpose Al model to be integrated into Al systems;(b)the modality (e.g. text, |mage etc.) and format of the inputs and outputs and their maximum size (e.g. context
window length, etc.); (c)mfurrnallon ‘on the data used for training, testing and validation, where applicable, including the type and provenance of data and curation melhodol
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For the purpose of an impact equivalent to those set out in Article 51(1), point (), the Commission shall take into account the following criteria:
the number of parameiers ol Iﬁe mod

(a) el;

(b) the quality or size of the data set, for example measured through tokens;
(c)  the amount of computation used for training the model, measured in floating point operations or indicated by a combination of other variables such as estimated cost of training, estimated time required for the training, or estimated energy consumption for
the training;
(d) me input and output modalities of the model, such as text to text (large language models), text to image, multi-modality, and the state of the art for ining high-impact ilities for each modality, and the specific type of inputs and outputs
(e 9. blologlcal sequenoes)

13 X I I I Criteria for the deslgnatlon of general purpose Al modelsI with systemlc risk referred to in Article 51
or

of of the model, including considering the number of tasks without additional training, adaptability to learn new, distinct tasks, its level of autonomy and scalability, the tools it has access to;
(f) whe(her it has a hlgh impact on the internal market due to its reach, which shall be presumed when it has been made available to at least 10 000 regls(ersd business users established in the Union;
(g  the number of registered end-users.

ELI: http://data.europa.eu/eli/reg/2024/1689/0j
ISSN 1977-0677 (electronic edition)



