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- Preparation for the trilogue

I INTRODUCTION

1.  The Commission adopted the proposal for a Regulation laying down harmonised rules on

artificial intelligence (Artificial Intelligence Act) on 21 April 2021.

2. The Council unanimously adopted its General Approach on the proposal on 6 December

2022.

3. The European Parliament (hereinafter: the EP) confirmed its position in a plenary vote on 14

June 2023.

15688/23 RB/ek !
TREE.2.B LIMITE EN



4.  Also on 14 June 2023, immediately after the vote in the EP, the co-legislators and the

Commission held the first political trilogue on the Al Act, during which all three institutions

outlined their priorities for the negotiations and the technical level was given a broad mandate

to work on the entire proposal.

5. On 18 July 2023 the second political trilogue was held, during which some of the less

controversial parts of the proposal were agreed and compromise was found on most elements

of the chapter concerning measures in support of innovation.

6. On 2 and 3 October 2023 the third political trilogue took place in Strasbourg, during which

further less controversial parts of the proposal were endorsed. In addition to this, the intention
of the Presidency was to come to an agreement with the EP on three more controversial
topics, namely the mechanism for the classification of Al systems as high-risk, the list of
high-risk Al use cases, as well as subject matter and scope. However, talks on these topics

proved inconclusive and no agreements were reached.

7. On 24 October 2023 the fourth political trilogue was held in Brussels. The co-legislators used

this meeting to come to an agreement on the mechanism for classification of Al systems as
high-risk, and to further explore potential landing zones with regard to foundation models and
general purpose Al systems, governance, as well the prohibitions and law enforcement

package. However, no agreements were made on any of these topics at that stage.

8. Since then six technical meetings with the EP have taken place, as well as numerous informal
contacts, in order to prepare all the remaining provisions for agreement at the political level

during the fifth political trilogue, which will take place on 6 December 2023 in Brussels.

9.  Between 9 November and 23 November 2023, the Presidency consulted the delegations, both
during the meetings of the Working Party on Telecommunications and Information Society
(hereinafter: WP TELECOM), and in writing through questionnaires, on the compromise
proposals and potential landing zones for agreement that are going to be discussed during the

fifth political trilogue on 6 December 2023, and it has addressed most concerns in the final

wording of the compromise proposals. The first part of these proposals is presented in the

Annex to this note. The remaining compromise proposals will be presented in a separate note

which will be disseminated prior to the second meeting of the Committee of Permanent
Representatives devoted to preparation for the fifth Al Act trilogue, scheduled for 1
December 2023.
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IL. CONFIRMATION OF ARTICLES PROVISIONALLY AGREED (PART 1 -
Articles 1 — 55a, with the exception of EP’s Article 4b and Article 52)

10. At the second and third trilogues, a significant number of articles were provisionally agreed:
Articles 8-12, Articles 16-27 (with the exception of Articles 23a and 24), Articles 30-55a
(with the exception of Articles 47 and 52) and Articles 60-85 (with the exception of Article
69). Some of them were greened, but some remained in yellow or had some elements in

brackets, subject to additional final checks.

11. During the technical meetings held until now, all outstanding articles have been discussed and
prepared for confirmation (green) or decision (Jll) at political level at the fifth trilogue on 6
December 2023.

12. In the Annex to this note, delegations will find draft agreement text and compromise

proposals on Articles 1-55a!, with the exception of EP’s Article 4b and Article 52. Provisions

to be confirmed are indicated in greem and can be found in the fourth column ("Draft
Agreement") of the table. As compared to the Commission's proposal, changes are marked as
bold italics (additions) and strikethretigh (deletions). Some rows are marked in ., which
means that they will be updated after the fifth trilogue, subject to solutions on higher-level

political issues listed in point 13 below.

The Presidency considers the compromise proposals in green in the articles mentioned above
to fall within the Council’s General Approach from 6 December 2022, as amended by the
revised mandate obtained from the Permanent Representatives Committee during its meetings

on 14 July 2023, 19 September and 20 October, but it intends to ask the Committee for

confirmation during its meeting on 29 November 2023.

III.  POLITICAL ISSUES FOR POTENTIAL AGREEMENT DURING THE FIFTH
TRILOGUE (PART 1)

13.  The co-legislators intend to discuss the following twelve topics with a view to reaching a

provisional agreement at political level during the fifth trilogue:

Articles 56-85 will be included in Part 2, which will be prepared by the Permanent Representatives Committee
on 1 December 2023 and will be presented in a separate note (doc. 15695/23 to follow).

15688/23 RB/ek 3
TREE.2.B LIMITE EN



14.

- Testing high-risk AI systems in real world conditions outside AI regulatory
sandboxes

- Fundamental rights impact assessment

- Prohibitions

- Law enforcement exceptions

- National security exception

- Derogation from conformity assessment

- Foundation models/General purpose Al systems*
- Governance*

- Access to source code*

- Fines*

- Entry into force*

- Delegated acts/implementing acts*

* These elements (Part 2) will be prepared by the Permanent Representatives Committee on

1 December 2023 and will be presented in a separate note (doc. 15695/23 to follow)

The relevant rows in the 4-column document are indicated in [l and appear either in the 41

column (draft agreement) or in the additional fifth column (compromise proposals).

Testing high-risk Al systems in real world conditions outside Al regulatory sandboxes

[Articles 54a and 54b. rows 541b — 541aal

As regards the first topic above, testing high-risk Al systems in real world conditions

outside Al regulatory sandboxes (Articles 54a and 54b), the compromise proposal, as set

out in Annex I to this note, is based on elements taken from the General Approach of the
Council from 6 December 2022, but it contains some additional safeguards which the
Presidency considers necessary in order to reach an agreement with the EP on this topic. The
Presidency obtained a revised mandate and some flexibilities on this element from the

Permanent Representatives Committee on 20 October 2023, and the intention is to approach

the negotiations with the EP on 6 December 2023 based on that mandate (document
13921/23, Annex I). The only new safeguard that has been added since then is in Article

54b(1) [row 541z], and it concerns situations where, in the case of law enforcement, the
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15.

seeking of informed consent would prevent the Al system from being tested. In such a case
the provider would need to ensure that the testing itself and the outcome of the testing in the
real world conditions should not have any negative effect on the subject and the related data

should be deleted after the test is performed.

Question _1: Delegations are requested to indicate whether they can accept this
additional safeguard, subject to the EP’s agreement to include in the text the possibility
to conduct testing of high-risk Al systems in real world conditions outside Al regulatory

sandboxes, as currently provided in Articles 54a and 54b.

Fundamental rights impact assessment [Article 29a, row 388e]

Concerning the second topic listed above, namely the fundamental rights impact

assessment (Article 29a), this is a new obligation introduced by the EP for deployers of high-
risk Al systems, who would have to conduct such an assessment prior to putting an Al system
into use. The Council’s position does not include such an obligation. However, the Presidency
considers that in order to reach an overall agreement with the EP on the entire text, it is
absolutely necessary to include some form of the fundamental rights impact assessment. It is
also important to note that this element is closely linked to the topics of prohibitions and
exceptions for law enforcement authorities. Therefore the Presidency’s proposal is to include
it in the text, subject to some modifications which would make the obligation relatively light
and easy to comply with. Firstly, the Fundamental Rights Impact Assessment should only be
conducted by deployers that are bodies governed by public law or private actors providing
services of general interest. Additionally, it would only need to be carried out for aspects not
covered by other legal obligations, such as Data Protection Impact Assessment under the
GDPR and should be procedurally aligned with existing processes avoiding any overlap and
additional burden. Moreover, with regard to obligations already established for the provider in
Articles 9, 10 and 13 of the Al Act, the deployer would only be required to verify whether
they have been complied with and to focus on residual risks that have not been mitigated by
the provider. Finally, the Presidency considers that it could also be envisaged that there would
be no obligation for public sector users to hold a six-week consultation, which could be
replaced by a simple notification of the results of the assessment to the market surveillance

authority, using a template provided in the Annex to the Regulation.
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16.

Question 2: Delegations are asked to indicate whether they would be open to the

possibility of including a light version of the Fundamental Rights Impact Assessment in

the Al Act, as described above, and as set out in in Article 29a in the Annex to this note.

Artificial intellicence practices that should be prohibited in the Union [Article 5, rows

179- 196] + Annex III [row 810a]

As regards the third topic listed above, which is the list of artificial intellicence practices

that should be prohibited in the Union (Article 5), the EP has introduced a number of far

reaching modifications in its position by adding several prohibitions (biometric categorisation,
predictive policing, untargeted scraping of facial images from internet or CCTV footage,
emotion recognition systems and ‘post’ remote biometric identification systems) and by
removing any exceptions to the prohibition to use real-time biometric identification as well
broadening its scope. The Presidency is aware of the very limited flexibilities of the Member
States on this topic and for this reason it proposes to limit the additional prohibitions proposed
by the EP, only accepting untargeted scraping of facial images, emotion recognition but only
at the workplace and in educational institutions, a very limited prohibition of categorization
based on certain beliefs or characteristics, as well as including individual predictive policing
in a limited and targeted way. In the spirit of compromise, the Presidency also proposes to
consider as high-risk those prohibitions that have not been accepted. This would mean adding
biometric categorisation systems, emotion recognition systems and ‘post’ remote biometric
identification systems to Annex III (subject to further limitations of their scope). Finally, with
regard to real-time biometric identification by law enforcement authorities in publicly
accessible spaces, the Presidency’s compromise proposal is to limit the scope of the
prohibition and add a range of safeguards, which include monitoring and oversight measures

and limited reporting obligations at EU level.

Question 3: Delegations are requested to indicate their flexibility with regard to the

limited extension of the list of prohibitions and the addition of some safeguards for real-

time biometric identification by law enforcement authorities in publicly accessible

spaces, as described above, and as set out in in Article 5 in the Annex to this note.

Delegations are also requested to indicate whether they can accept the inclusion of some

of the prohibitions proposed by the EP in the list of high-risk Al use cases, as set out in

Annex I1I to the AI Act in the Annex to this note.
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Law enforcement exceptions
- Article 14(5)

- Article 29(4)

- Article 29(4)

- Article 29(5a)

- Article 47 (1a) and (2)
- Article 51

- Article 52(2)

- Article 61(2)

- Article 63(5)

- Article 70(2)

- Article 83(1)

Concerning the fourth topic listed above, namely law enforcement exceptions, the

Presidency proposes to keep almost all of them in the Council’s revised mandate, as law
enforcement authorities must be able to continue to use artificial intelligence in their vital
work. This includes Article 14 on human oversight, Article 29(4), Article 61(2) and Article
70(2) that exclude sensitive operational data, Articles 47 (1a) and (2) concerning derogation
from conformity assessment procedure for law enforcement authorities in cases of urgency,
and Article 52(2) containing a derogation from the obligation to inform people about the use
of emotion recognition and biometric categorisation systems. At the same time the Presidency
considers that it would be appropriate to introduce some safeguards to ensure that our
fundamental rights will be sufficiently protected against any misuses of artificial intelligence.
For this reason, the Presidency proposes to modify slightly Article 51 concerning registration
and Article 83(1) concerning large-scale Al systems. The registration of high risk Al systems
by law enforcement authorities would be subject to slight modifications: they would need to
be registered, but in a secure non-public database with limited amount of information. On the
other hand, large-scale IT systems would benefit from a very long adaptation period before

being required to show compliance with the requirements of the Al Act, until 2030.

Question 4: Delegations are requested to indicate whether they have flexibility to agree

to a slisht modification of the exceptions for law enforcement authorities referred to

above, as set out in in Articles 51(1) and 83(1) in the Annex to this note.
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19.

National security exception [Article 2(3), row 123]

The Presidency is aware of the importance of the national security exception for the

Member States and it agrees that it is imperative to spell out this exception in the Al Act as
some doubts may persist regarding the exact content of this concept. Nevertheless, the EP
appears to have no flexibility to accept the wording of this exception as proposed in the
Council’s General Approach. For this reason, the Presidency proposes to modify this wording
by splitting the text in two parts. The first one focuses on the competences of the Member
States concerning public security or national security and takes very limited elements of the
recently adopted Data Act. The second one, on the exclusion of activities related to military

and defense, remains identical to the Council’s General Approach.

Question 5: Delegations are asked to indicate whether they would have the flexibility to

accept the revised wording concerning the national security exception as set out in in

Article 2(3) in the Annex to this note.

Derogation from conformity assessment [Article 47(1)-(5), rows 486 — 490]

As for the sixth topic listed above, the derogation from conformity assessment, the

Presidency’s intention has been to maintain the wording of the General Approach. However,
the EP now insists subjecting the derogation from conformity assessment for public security
reasons to a judicial authorisation. Since this would not be acceptable for the Council, as a
compromise solution the Presidency proposes to keep the wording regarding this derogation
in Article 47(1) and also the related exemption (urgency procedure) for law enforcement
authorities. In exchange, the Presidency proposes to the delegations to consider re-introducing
the wording regarding the control of the authorisation process by the Commission, as

provided in points 3, 4 and 5 of Article 47 (previously deleted in the General Approach).

Question 6: Delegations are asked to indicate whether they would have the flexibility to

reinstate points 3. 4 and 5 of Article 47 concerning the control by the Commission of the

process of authorizing derogations from conformity assessment by market surveillance

authorities.
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IV.  CONCLUSION

20. In light of the above, and with a view to obtaining a revised mandate (Part 1) for trilogue

negotiations on the AI Act on 6 December 2023, the Permanent Representatives

Committee is invited to:

— confirm agreement with green lines in Articles 1-55a as presented in the Annex to
this note;

- indicate their flexibility with regard to the questions 1-6 presented in Part 111 of this
note,
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ANNEX I

Proposal for a REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
LAYING DOWN HARMONISED RULES ON ARTIFICIAL INTELLIGENCE (ARTIFICIAL
INTELLIGENCE ACT) AND AMENDING CERTAIN UNION LEGISLATIVE ACTS

2021/0106(COD)

Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Presidency3

TITLE |
TITLE I TITLE I TITLE I TITLE I
il GENERAL PROVISIONS | GENERAL PROVISIONS | GENERAL PROVISIONS | GENERAL PROVISIONS
Text Origin:
Commission Proposal
Article 1
Article 1 Article 1 Article 1 Article 1
- Subject matter Subject matter Subject matter Subject matter
Text Origin:
Commission Proposal
Article 1, first paragraph -a
The purpose of this (1) The purpose of this
102a . . .
Regulation is to promote Regulation is to improve
the uptake of human- the functioning of the
15688/23 RB/ek 10
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Commission Proposal

EP Mandate

centric and trustworthy
artificial intelligence and
to ensure a high level of
protection of health,

safety, fundamental
rights, democracy and the
rule of law, and the
environment from
harmful effects of
artificial intelligence
systems in the Union
while supporting
innovation;

Council Mandate

Draft Agreement

internal market and
promoting the uptake of
human centric and
trustworthy artificial
intelligence, while
ensuring a high level of
protection of health,

safety, fundamental rights
enshrined in the Charter,
including democracy, rule
of law and sustainability
against harmful effects of
artificial intelligence
systems in the Union and
supporting innovation.

Presidency3

Article 1, first paragraph
This Regulation lays down: | This Regulation lays down: | This Regulation lays down: | This Regulation lays down:
103 Text Origin:
Commission Proposal
Article 1, first paragraph, point (a)

(a) harmonised rules for
the placing on the market,
the putting into service and

(a) harmonised rules for
the placing on the market,
the putting into service and

(a) harmonised rules for
the placing on the market,
the putting into service and

(a) harmonised rules for
the placing on the market,
the putting into service and

104 the use of artificial the use of artificial the use of artificial the use of artificial
intelligence systems (‘Al intelligence systems (“Al intelligence systems (‘Al intelligence systems (Al
systems’) in the Union; systems’) in the Union; systems’) in the Union; systems’) in the Union;
15688/23 RB/ek 11
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Text Origin:
Commission Proposal

Presidency3

Article 1

, first paragraph, point (b)

(b) prohibitions of certain
artificial intelligence

(b) prohibitions of certain
artificial intelligence

(b) prohibitions of certain
artificial intelligence

(b) prohibitions of certain
artificial intelligence

105 | practices; practices; practices; practices;
Text Origin:
Commission Proposal
Article 1, first paragraph, point (c)
(c) specific requirements (c) specific requirements (c) specific requirements (c) specific requirements
for high-risk Al systems for high-risk Al systems for high-risk Al systems for high-risk Al systems
and obligations for and obligations for and obligations for and obligations for
106 operators of such systems; | operators of such systems; | operators of such systems; | operators of such systems;
Text Origin:
Commission Proposal
Article 1, first paragraph, point (d)
(d) harmonised (d) harmonised (d) harmonised (d) harmonised
transparency rules for Al transparency rules for A4 transparency rules for A# transparency rules for A#
systems intended to e T sepebe b eded e e e L
107 | interact with natural trreraewith-natrad FrreraeriEh-natred iHeractwith-netirel
persons, emotion PEFSOHS—CHMOtion PEFSORS—CMOtion PEFSORS—emOotion
recognition systems and recogRition-sTstents-etd recogRition-sTiens-tid I
biometric categorisation e et g Blereitte e e oy
systems, and Al systems systems—andcertain Al systems—andcertain Al systems—andcertain Al
15688/23 RB/ek 12
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Commission Proposal

used to generate or
manipulate image, audio or
video content;

EP Mandate

systems-ised-to-generate
ol :
L y :

Council Mandate

systems-used-to-generate
il )
L Y :

Draft Agreement

systems-ised-to-generate

L . :
Text Origin: EP
Mandate

Presidency3

Article 1

, first paragraph, point (e)

108

(e) rules on market
monitoring and
surveillance.

(e) rules on market
monitoring, market
surveillance governance
and enforcement;-a#d

swvetllanee:

(e) rules on market
monitoring, market
surveillance and

governance;-cd
swvetllanee:

(e) rules on market
monitoring, market
surveillance governance
and enforcement;-a#d

swvetllanee:

Text Origin: EP
Mandate

Article 1, first paragraph, point (ea)

108a

(ea) measures in support

of innovation.

Article 1

, first paragraph a, point (ea new)

(ea) measures to support
innovation, with a

(ea) measures to support
innovation, with a

108b particular focus on SMEs particular focus on SMEs,
and start-ups, including including start-ups;
on setting up regulatory o
sandboxes and targeted CEXENOr TN e
Mandate
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Commission Proposal

EP Mandate

measures to reduce the
regulatory burden on
SMESs’s and start-ups;

Council Mandate

Draft Agreement

Presidency3

Article 1

, first paragraph, point (ea)

(eb) rules for the

establishment and

(eb) rules for the

establishment and

108¢ functioning of the Union’s functioning of the Union’s
Artificial Intelligence Artificial Intelligence
Office (Al Office). Office (Al Office).
Article 2
Article 2 Article 2 Article 2 Article 2
Scope Scope Scope Scope
109 p p p p
Text Origin:
Commission Proposal
Article 2(1)
1. This Regulation applies | 1. This Regulation applies | 1. This Regulation applies | 1. This Regulation applies
to: to: to: to:
110
Text Origin:
Commission Proposal
| Article 2(1), point (a)
111
15688/23 RB/ek 14
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Commission Proposal

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

EP Mandate

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

Council Mandate

(a) providers placing on
the market or putting into
service Al systems in the
Union, irrespective of
whether those providers
are physically present or
established within the
Union or in a third country;

Draft Agreement

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

Text Origin: Council

Mandate

Pres1dency3

Article 2

(1), point (b)

(b) users of Al systems
located within the Union;

(b) usersdeployers of Al
systems_that have their
place of establishment or

(b) users of Al systems

loeatedwho are physically
present or established

(b) wsersdeployers of Al
systems that have their
place of establishment or

112 who are located within the | within the Union; who are_located within the
Union; Union;
Text Origin: EP
Mandate
Article 2(1), point (c)
(c) providers and users of | (c) providers and (c) providers and users of | (c) providers and
Al systems that are located | wsersdeployers of Al Al systems that-are usersdeployers of Al
13 in a third country, where systems that have their locatedwho are physically | systems that_have their
the output produced by the | place of establishment or | present or established in a | place of establishment or
system is used in the who are located in a third third country, where the who are located in a third
Union; country, where either output produced by the country, where the output
Member State law applies | system is used in the produced by the system is
15688/23 RB/ek 15
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Commission Proposal

EP Mandate

by virtue of a public
international law or the
output produced by the
system is_intended to be
used in the Union;

Council Mandate

Union;

Draft Agreement

used in the Union;

Text Origin: EP
Mandate

Presidency3

Article 2(1), point (ca)

113a

(ca) importers and
distributors of Al systems;

(ca) importers and
distributors of Al systems;

Text Origin: Council
Mandate

Article 2(1), point (ca)

113b

(ca) providers placing on
the market or putting into
service Al systems
referred to in Article 5
outside the Union where
the provider or distributor
of such systems is located
within the Union;

(ca) deleted

Article 2(1), point (cb)

(cb) product

(cb) product

113¢ manufacturers placing on | manufacturers placing on
the market or putting into | the market or putting into
service an Al system service an Al system
15688/23 RB/ek 16
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Commission Proposal

EP Mandate

Council Mandate

together with their product

Draft Agreement

together with their product

and under their own name

and under their own name

or trademark;

or trademark;

Text Origin: Council

Mandate

Pres1dency3

Article 2(1), point (cb new)

113d

(cb) importers and
distributors of Al systems
as well as authorised
representatives of
providers of Al systems,

where such importers,
distributors or authorised
representatives have their
establishment or are
located in the Union;

Article 2(1), point (cc)

(cc) authorised
representatives of
providers, which are

(cc) authorised
representatives of
providers, which are

113e established in the Union. established in the Union.
Text Origin: Council
Mandate
| Article 2(1), point (cc new)
15688/23 RB/ek 17
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Commission Proposal

EP Mandate

(cc) affected persons as
defined in Article 3(8a)
that are located in the
Union and whose health,
safety or fundamental
rights are adversely

Council Mandate

Draft Agreement

(cc) affected persons as
defined in Article 3(8a)
that are located in the
Union and whose health,
safety or fundamental
rights are adversely

Presidency3

113f impacted by the use of an impacted by the use of an
AI system that is placed on Al system: that is placed on
the market or put into the market or used within
service within the Union. the Union.
Text Origin: EP
Mandate
Article 2(2)
2. For high-risk Al 2. For high-risk Al 2. For hishrist=Al 2. 2. For high—rist=Al
systems that are safety systems that are safety systems that-are-safety systems theat-are-safety
components of products or | components of products or | components-of-productsor | componentsofproducts-or
systems, or which are systems, or which are s e e e e e

themselves products or

themselves products or

themsetvesclassified as

themsetvesclassified as

systems, falling within the | systems,fatine and that high-risk Al systems in high-risk Al systems in
scope of the following acts, | fall, within the scope of the | accordance with Articles accordance with Articles
114 only Article 84 of this et 6(1) and 6(2) related to 6(1) and 6(2) related to
Regulation shall apply: aetsharmonisation products ersystemsfatling | products ersystemsfatting
legislation listed in Annex | withinthe-scope-of-the within-the-scope-of-the
11 - Section B, only Article | fotowingaets.covered by | followingacts-covered by
84 of this Regulation shall | Union harmonisation Union_harmonisation
apply=; legislation listed in Annex | legislation listed in Annex
1, section B only Article | II, section B only Article
84 of this Regulation shall | 84 of this Regulation shall
apply=._Article 53 shall apply=, Article 53 shall
15688/23 RB/ek 18
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Commission Proposal

EP Mandate

Council Mandate

apply only insofar as the

Draft Agreement

apply only insofar as the

requirements for high-risk

requirements for high-risk

Al systems under this
Regulation have been
integrated under that
Union harmonisation

legislation.

Al systems under this
Regulation have been
integrated under that
Union harmonisation

legislation.

Presidency3

Article 2(2), point (a)
115 (a) Regulation (EC)
300/2008; deleted deleted
Article 2(2), point (b)
116 (b) Regulation (EU) No
167/2013; deleted deleted
Article 2(2), point (c)
117 (¢) Regulation (EU) No
168/2013; deleted deleted
Article 2(2), point (d)
118 (d) Directive 2014/90/EU; (d) Direetive
deleted deleted 2044190/ -deleted
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Presidency3

Article 2(2), point (e)
119 (e) Directive (EU) (e) b eetiveELY
2016/797; deleted deleted 200 6/797 -deleted
Article 2(2), point (f)
1o | (O Regulation (EU) (f) Regutation(EE)
2018/858; deleted deleted 2018/858-deleted
Article 2(2), point (g)
121 (g) Regulation (EU) (g) Resplepion =L
2018/1139; deleted deleted 20839 deleted
Article 2(2), point (h)
1y | () Regulation (EU) (h) Regutation{EL)
2019/2144. deleted deleted 20492144 deleted
Article 2(3)
3. This Regulation shall 3. This Regulation shall 3. This Regulation does
not apply to Al systems not apply to Al systems not apply to areas that fall
123 | developed or used developedif and insofar outside the scope of Union
exclusively for military placed on the market, put law and in any event shall
purposes. into service, or used not affect the competences
exelusively-for-with or of the Member States
15688/23 RB/ek 20
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Commission Proposal

EP Mandate

Council Mandate

without modification of
such systems for the
purpose of activities which
fall outside the scope of

Union law, and in any
event activities concerning
military, defence or
national security,
regardless of the type of
entity carrying out those
activities.

In addition, this
Regulation shall not 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 for the
purpose of activities which

fall outside the scope of

Union law, and in any
event activities concerning
military, defence or
national security,
regardless of the type of

Draft Agreement

Presidency3

concerning public security
or national security,
regardless of the type of
entity entrusted by the
Member States to carry
out tasks in relation to
those competences.

In any event, this
Regulation shall not apply
to Al systems developed-or
used-exelusivelyfor-if and
insofar placed on the
market, put into service,
or used with or without
modification of such
systems or not placed on
the market or put into
service in the Union,
where the output is used
in the Union for the
purpose of activities which
fall outside the scope of
Union law, and in any
event activities concerning

entity carrying out those military purposesor
activities-prposes. defence, regardless of the
type of entity carrying out
those activities.
| Article 2(4) |
l 124
15688/23 21
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Commission Proposal

4. This Regulation shall
not apply 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 international
agreements for law
enforcement and judicial
cooperation with the Union
or with one or more
Member States.

EP Mandate
4. This Regulation shall
not apply 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 international
cooperation or agreements
for law enforcement and
judicial cooperation with
the Union or with one or
more Member States- and
are subject of a decision of
the Commission adopted
in_accordance with Article
36 of Directive (EU)
2016/680 or Article 45 of
Regulation 2016/679
(adequacy decision) or are
part of an international
agreement concluded
between the Union and
that third country or
international organisation
pursuant to Article 218
TFUE providing adequate
safeguards with respect to
the protection of privacy
and fundamental rights

Council Mandate

4. This Regulation shall
not apply 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 international
agreements for law
enforcement and judicial
cooperation with the Union
or with one or more
Member States.

Draft Agreement
4. This Regulation shall
not apply 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 international
cooperation or agreements
for law enforcement and
judicial cooperation with
the Union or with one or
more Member States-,
under the condition that
this third country or
international
organisations provide
adequate safeguards with
respect to the protection of
privacy and fundamental
rights and freedoms of
individuals;

Text Origin: EP
Mandate

Presidency3
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Commission Proposal

EP Mandate

and freedoms of
individuals;

Council Mandate

Draft Agreement

Presidency3

Article 2(5)
5. This Regulation shall 5. This Regulation shall 5. This Regulation shall 5. This Regulation shall
not affect the application not affect the application not affect the application not affect the application
of the provisions on the of the provisions on the of the provisions on the of the provisions on the
liability of intermediary liability of intermediary liability of intermediary liability of intermediary
service providers set out in | service providers set out in | service providers set out in | service providers set out in
Chapter 11, Section IV of Chapter 11, Section IV of Chapter 11, Section /444 of | Chapter II, Section #4 of
Directive 2000/31/EC of Directive 2000/31/EC of Directive 2000/31/EC of Directive 2000/31/EC of
the European Parliament the European Parliament the European Parliament the European Parliament
and of the Council' [asto | and of the Council' [as to | and of the Council' [asto | and of the Council' [as to
be replaced by the be replaced by the be replaced by the be replaced by the
corresponding provisions corresponding provisions corresponding provisions | corresponding provisions
of the Digital Services of the Digital Services of the Digital Services of the Digital Services
Act]. Act]. Actes—to-bepeploeed b the | Acte—to-hepeploeadbythe
1 25 1: o o 7: o o
1. Directive 2000/31/EC of the 1. Directive 2000/31/EC of the of-the-Dioital-Services of-the-Digital-Services
Europgan Parliament and of the Europgan Parliament and of the Aet]. Aet].
Council of 8 June 2000 on Council of 8 June 2000 on
certain legal aspects of certain legal aspects of —_— —_—
information society services, in information society services, in I.[I] ____ Directive I.[1] ____ Directive
particular electronic commerce, particular electronic commerce, 2009/ 31/EC of the European. 2009/ 31/EC of the European.
in the Internal Market ('Directive | in the Internal Market ('Directive Parliament and ofth§ Council of | Parliament and ofthe. Council of
on electronic commerce') (OJ L on electronic commerce') (OJ L 8 June 2000 on certain legal 8 June 2000 on certain legal
178, 17.7.2000, p. 1). 178, 17.7.2000, p. 1). aspgcts of 1nforrpat10n s001ety. aspe.cts of 1nforrpat10n s001ety.
services, in particular electronic services, in particular electronic
commerce, in the Internal Market | commerce, in the Internal Market
(‘Directive on electronic (‘Directive on electronic
commerce') (OJ L 178, commerce') (OJ L 178,
17.7.2000, p. 1). 17.7.2000, p. 1).
Text Origin: Council
Mandate
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Pres1dency3

Article 2(5a) |
Sa. This Regulation shall | 5a. This Regulation shall
not apply to Al systems, not apply to Al systems
including their output, and models, including
specifically developed and | their output, specifically
put into service for the developed and put into
125a sole purpose of scientific service for the sole
research and development. | purpose of scientific
research and development.
Text Origin: Council
Mandate
Article 2(5a) new
Sa. Union law on the Sa. Union law on the
protection of personal protection of personal
data, privacy and the data, privacy and the
confidentiality of confidentiality of
communications applies to communications applies to
personal data processes in personal data processed in
125b connection with the rights connection with the rights
and obligations laid down and obligations laid down
in this Regulation. This in this Regulation. This
Regulation shall not affect Regulation shall not affect
Regulations (EU) Regulations (EU)
2016/679 and (EU) 2016/679 and (EU)
2018/1725 and Directives 2018/1725 and Directives
2002/58/EC and (EU) 2002/58/EC and (EU)
2016/680, without 2016/680, without
15688/23 RB/ek 24
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Commission Proposal

EP Mandate

prejudice to arrangements
provided for in Article
10(5) and Article 54 of
this Regulation.;

Council Mandate

Draft Agreement

prejudice to arrangements
provided for in Article
10(5) and Article 54 of
this Regulation;

Text Origin: EP
Mandate

Presidency3

Article 2(5b)

125¢

5b. This Regulation shall

5b. This Regulation shall

not apply to any research
and development activity

not apply to any research,
testing and development

regarding Al systems.

activity regarding Al
systems prior to these
systems or models being
placed on the market or

put into service; those

activities shall be
conducted respecting
applicable Union law. The
testing in real world
conditions shall not be
covered by this exemption.

Text Origin: Council

Mandate

| Article 2

(5b) new

125d

5b. This Regulation is
without prejudice to the

5b. This Regulation is
without prejudice to the

15688/23
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Commission Proposal

EP Mandate

rules laid down by other
Union legal acts related to
consumer protection and

product safety;

Council Mandate

Draft Agreement

rules laid down by other
Union legal acts related to
consumer protection and

product safety.

Text Origin: EP
Mandate

Presidency3

Article 2(5c)
Sc. This Regulation shall | 5c. This Regulation shall
not apply to obligations of | not apply to obligations of
users who are natural users who are natural
persons using Al systems | persons using Al systems
125¢ in the course of a purely in the course of a purely
personal non-professional | personal non-professional
activity, except Article 52. | activity.
Text Origin: Council
Mandate
Article 2(5¢c) new
Sc. This regulation shall Se. This Regulation shall
not preclude Member not preclude Member
States or the Union from States or the Union from
maintaining or maintaining or
125f . ” . .
introducing laws, introducing laws,
regulations or regulations or
administrative provisions administrative provisions
which are more which are more
favourable to workers in favourable to workers in
15688/23 RB/ek 26
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Commission Proposal

EP Mandate

terms of protecting their
rights in respect of the use
of Al systems by
employers, or to
encourage or allow the
application of collective
agreements which are
more favourable to
workers.

Council Mandate

Draft Agreement

terms of protecting their
rights in respect of the use
of Al systems by
employers, or to
encourage or allow the
application of collective
agireements which are
more favourable to
workers.

Member states remain free
to legislate on any Al systems
in employment, whether high
risk or not.

Text Origin:
Presidency?2

Presidency3

Article 2

(5d) new

125¢

5d. This Regulation shall
not apply to research,
testing and development
activities regarding an Al
system prior to this system
being placed on the
market or put into service,
provided that these

activities are conducted
respecting fundamental
rights and the applicable
Union law. The testing in
real world conditions shall
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Commission Proposal

EP Mandate

not be covered by this
exemption.The
Commission is empowered
to may adopt delegated
acts in accordance with
Article 73 that clarify the
application of this
paragraph to specify this
exemption to prevent its
existing and potential
abuse. The Al Office shall
provide guidance on the
governance of research
and development pursuant
to Article 56, also aiming
to coordinate its
application by the national
supervisory authorities;

Council Mandate

Draft Agreement

Presidency3

(5a)

Se. This Regulation shall
not apply to Al
components provided
under free and open-
source licences except to
the extent they are placed
on the market or put into
service by a provider as
part of a high-risk AI
system or of an Al system
that falls under Title 11 or

Sf. [This Regulation shall
not apply to Al
components provided
under free and open-
source licences except to
the extent they are placed
on the market or put into
service by a provider as
part of a high-risk AI

system or of an Al system
that falls under Title 11 or

Sf. This Regulation shall
not apply to [widely
available] AI components
provided [or- alternative--:

under firee and open-
source licences] except to
the extent they are placed
on the market or put into
service by a provider as
part of a high-risk AI

system or as a high-risk
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Commission Proposal EP Mandate Council Mandate Draft Agreement Presidency3
1V. This exemption shall 1V.] [This exemption shall Al system itself, or as a
not apply to foundation not apply to foundation high impact foundation
models as defined in Art 3. models as defined in Art model as defined in Art 3.
3.]
Text Origin:
Presidency?2
Article 3
126 Article 3 Article 3 Article 3
Definitions Definitions Definitions
Article 3, first paragraph
For the purpose of this For the purpose of this For the purpose of this
127 | Regulation, the following | Regulation, the following | Regulation, the following
definitions apply: definitions apply: definitions apply:
Article 3, first paragraph, point (1)
(1) ‘artificial intelligence (1) ‘artificial intelligence (1) ‘artificial intelligence (1) -artificial
system’ (Al system) means | system’ (Al system) means | system’ (Al system) means | intellicenceAn Al system-
software that is developed | softvarea machine-based | softwarea system that is e e e e
with one or more of the system that is devetoped cleenlop st a ey thatis-developedwitir-one
128 | techniques and approaches | with-one-ormere-ofthe ore-o-Hhetecliigres—and | or-moreotheteclmigies
listed in Annex [ and can, | teehniguesend-approaches | approachestisted-nAmiex | andapproachestisted-in
for a given set of human- Hesteeltn e o e —Fordesigned to e el
defined objectives, JortErers et o operate with_elements of B e e e
generate outputs such as defineddesigned to operate | autonomy and that, based | objectives is a machine-
content, predictions, with varying levels of on_ machine and/or based system designed to
15688/23 RB/ek 29
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Commission Proposal

recommendations, or
decisions influencing the
environments they interact
with;

EP Mandate

autonomy and that can,

Council Mandate

human-provided data and

Draft Agreement

operate with varying levels

for explicit or implicit

objectives, generate
outputs such as eontent,
predictions,
recommendations, or
decisions, that influence

inputs, infers how to
achieve a given set of
generateobjectives using

of autonomy and that may
exhibit adaptiveness after
deployment and that, for
explicit or implicit

machine learning and/or

objectives, infers, from the

logic- and knowledge

physical or virtual
environments-influencine

e e
. i

based approaches, and
produces system-
generated outputs such as

content_(generative AL
systems), predictions,

recommendations; or
decisions, influencing the

environments they-interaet
withwith which the Al

system_interacts;

input ii receives, how to
generate outputs such as
COontent;
predictionspredictions,
content, recommendations,
or decisions iuflienecing
thethat can influence
physical or virtual
environments, . -tey

. -

Presidency3

Article 3

, first paragraph, point (1a)

128a

(1la) ‘life cycle of an Al
system’ means the
duration of an Al system,
from design through

retirement. Without
prejudice to the powers of

the market surveillance
authorities, such
retirement may happen at
any point in time during

the post-market
monitoring phase upon

15688/23
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Commission Proposal

EP Mandate

Council Mandate

the decision of the
provider and implies that

the system may not be
used further. An AI
system lifecycle is also
ended by a substantial
modification to the AI
system made by the
provider or any other
natural or legal person, in
which case the
substantially modified Al
system shall be considered
as a new Al system.

Draft Agreement

Pres1dency3

Article 3,

first paragraph, point (1a new)

(la) ‘risk’ means the
combination of the

(la) ‘risk’ means the
combination of the

128b probability of an probability of an
occurrence of harm and occurrence of harm and
the severity of that harm; the severity of that harm;
Article 3, first paragraph, point (1b)
(1b) ‘general purpose Al
system’ means an Al
128¢ system that - irrespective
of how it is placed on the
market or put into service,
including as open source
15688/23 RB/ek 31
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EP Mandate

Commission Proposal

Council Mandate

Draft Agreement

software - is intended by
the provider to perform
generally applicable
functions such as image

and speech recognition,
audio and video
generation, pattern
detection, question
answering, translation
and others; a general
purpose Al system may be
used in a plurality of
contexts and be integrated
in_a plurality of other AI

systems;

Presidency3

Article 3, first paragraph, point (1b new)

(1b) ‘significant risk’
means a risk that is
significant as a result of
the combination of its
severity, intensity,
probability of occurrence,
and duration of its effects,

128d

and its the ability to affect
an individual, a plurality
of persons or to affect a
particular group of

persons,

| Article 3, first paragraph, point (1c new)
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Commission Proposal EP Mandate Council Mandate Draft Agreement Pres1dency3

(Ic) ‘foundation model’

means an Al system model
that is trained on broad
data at scale, is designed
for generality of output,
and can be adapted to a
wide range of distinctive
tasks;

128e

Article 3, first paragraph, point (1d new)

(1d) ‘general purpose AI
system’ means an Al
system that can be used in

and adapted to a wide
128f .
range of applications for
which it was not
intentionally and
specifically designed;

Article 3, first paragraph, point (1e new)

(le) ‘large training runs’
means the production
process of a powerful AI
128¢g model that require
computing resources

above a very high
threshold;

15688/23 RB/ek 33
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Presidency3

Article 3, first paragraph, point (2)

(2) ‘provider’ means a
natural or legal person,
public authority, agency or
other body that develops
an Al system or that has an

(2) ‘provider’ means a
natural or legal person,
public authority, agency or
other body that develops
an Al system or that has an

(2) ‘provider’ means a
natural or legal person,
public authority, agency or
other body that develops
an Al system or that has an

(2) ‘provider’ means a
natural or legal person,
public authority, agency or
other body that develops
an Al system or that has an

Al system developed with | Al system developed with | Al system developed with | Al system developed with
a view to placing it on the | a view to placing it on the | aviewto-placinsitand t-vievwto plaeiroitand
129 | market or putting it into market or putting it into places that system on the places that system on the
service under its own name | service under its own name | market or p#ttineputs it market or puttineputs it
or trademark, whether for | or trademark, whether for | into service under its own | into service under its own
payment or free of charge; | payment or free of charge; | name or trademark, name or trademark,
whether for payment or whether for payment or
free of charge; free of charge;
Text Origin: Council
Mandate

Article 3, first paragraph, point (3)
(3) ‘small-scale provider’
means a provider that is a deleted deleted
micro or small enterprise
within the meaning of
Commission

130 | Recommendation
2003/361/EC';
1. Commission Recommendation
of 6 May 2003 concerning the
definition of micro, small and
medium-sized enterprises (OJ L
124, 20.5.2003, p. 36).
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Pres1dency3

Article 3,

first paragraph, point (3a)

(3a) ‘small and medium-
sized enterprise’ (SMEs)
means an enterprise as
defined in the Annex of

130a Commission
Recommendation
2003/361/EC concerning
the definition of micro,
small and medium-sized
enterprises;
Article 3, first paragraph, point (4)
(4) ‘user’ means any (4) ‘user-deployer _means | (4) ‘user’ means any (4) ‘user-deployer means
natural or legal person, any natural or legal person, | natural or legal person, any natural or legal person,
public authority, agency or | public authority, agency or | including a public public authority, agency or
other body using an Al other body using an Al authority, agency or other | other body using an Al
131 system under its authority, | system under its authority; | body-isine-anAfsystent, system under its authority;
except where the Al except where the Al under #swhose authority; except where the Al
system is used in the system is used in the eeeepitheretho— the system is used in the
course of a personal non- course of a personal non- system is used-inthe course of a personal non-
professional activity; professional activity; eonrse-of-a-personalnon- | professional activity;
ossionalactivity,
Article 3, first paragraph, point (5)
% (5) ‘authorised (5) ‘authorised (5) ‘authorised (5) ‘authorised
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Commission Proposal

representative’ means any
natural or legal person
established in the Union
who has received a written
mandate from a provider of
an Al system to,
respectively, perform and
carry out on its behalf the
obligations and procedures
established by this
Regulation;

EP Mandate

representative’ means any
natural or legal person
established in the Union
who has received a written
mandate from a provider of
an Al system to,
respectively, perform and
carry out on its behalf the
obligations and procedures
established by this
Regulation;

Council Mandate

representative’ means any
natural or legal person
physically present or

established in the Union
who has received_and
accepted a written mandate
from a provider of an Al
system to, respectively,
perform and carry out on
its behalf the obligations
and procedures established
by this Regulation;

Draft Agreement

representative’ means any
natural or legal person
located or established in
the Union who has
received and accepted a
written mandate from a
provider of an Al system
to, respectively, perform
and carry out on its behalf
the obligations and
procedures established by
this Regulation;

Text Origin: Council

Mandate

Presidency3

Article 3, first paragraph, point (5a)
(3a) ‘product
manufacturer’ means a
manufacturer within the
132a meaning of any of the
Union harmonisation
legislation listed in Annex
II;
Article 3, first paragraph, point (6)
(6) ‘importer’ means any | (6) ‘importer’ means any | (6) ‘importer’ means any | (6) ‘importer’ means any
133 | natural or legal person natural or legal person natural or legal person natural or legal person
established in the Union established in the Union physically present or located or established in
that places on the market that places on the market established in the Union the Union that places on
15688/23 RB/ek 36
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Commission Proposal

or puts into service an Al
system that bears the name
or trademark of a natural or
legal person established
outside the Union;

EP Mandate

or puts into service an Al
system that bears the name
or trademark of a natural or
legal person established
outside the Union;

Council Mandate

that places on the market
orputsinto-serviee an Al
system that bears the name
or trademark of a natural or
legal person established
outside the Union;

Draft Agreement
the market-orputs-into

serviee an Al system that
bears the name or
trademark of a natural or
legal person established
outside the Union;

Text Origin: Council

Mandate

Pres1dency3

Article 3

first paragraph, point (7)

(7) ‘distributor’ means any
natural or legal person in
the supply chain, other
than the provider or the
importer, that makes an Al

(7) ‘distributor’ means any
natural or legal person in
the supply chain, other
than the provider or the
importer, that makes an Al

(7) ‘distributor’ means any
natural or legal person in
the supply chain, other
than the provider or the
importer, that makes an Al

(7) ‘distributor’ means any
natural or legal person in
the supply chain, other
than the provider or the
importer, that makes an Al

134 system available on the system available on the system available on the system available on the
Union market without Union market without Union market-withot Union market-withot
affecting its properties; affecting its properties; et e e et e e
Text Origin: Council
Mandate
Article 3, first paragraph, point (8)
(8) ‘operator’ means the (8) ‘operator’ means the (8) ‘operator’ means the (8) ‘operator’ means the
provider, the user, the provider, the userdeployer, | provider, the product provider, the wserproduct
135 authorised representative, the authorised manufacturer, the user, manufacturer, the
the importer and the representative, the importer | the authorised deployer, the authorised
distributor; and the distributor; representative, the importer | representative, the importer
andor the distributor; andor the distributor;
15688/23 RB/ek 37
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Text Origin: Council

Mandate

Presidency3

Article 3

, first paragraph, point (8a new)

(8a) ‘affected person’
means any natural person

135a or group of persons who
are subject to or otherwise
affected by an Al system;
Article 3, first paragraph, point (9)

b

(9) ‘placing on the market
means the first making
available of an Al system

(9) ‘placing on the market’
means the first making
available of an Al system
on the Union market;

b

(9) ‘placing on the market
means the first making
available of an Al system
on the Union market;

(9) ‘placing on the market’
means the first making
available of an Al system
on the Union market;

Text Origin:
Commission Proposal

(10) ‘making available on
the market’ means any
supply of an Al system for
distribution or use on the
Union market in the course
of a commerecial activity,
whether in return for
payment or free of charge;

(10) ‘making available on
the market’ means any
supply of an Al system for
distribution or use on the
Union market in the course
of a commerecial activity,
whether in return for
payment or free of charge;

(10) ‘making available on
the market’ means any
supply of an Al system for
distribution or use on the
Union market in the course
of a commerecial activity,
whether in return for
payment or free of charge;

136 | on the Union market;
Article 3, first paragraph, point (10)
(10) ‘making available on
the market’ means any
supply of an Al system for
137 | distribution or use on the
Union market in the course
of a commerecial activity,
whether in return for
payment or free of charge;
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Text Origin:
Commission Proposal

Pres1dency3

Article 3,

first paragraph, point (11)

(11) ‘putting into service’
means the supply of an Al
system for first use directly
to the user or for own use

(11) ‘putting into service’
means the supply of an Al
system for first use directly
to the #serdeployer or for
own use on the Union

(11) ‘putting into service’
means the supply of an Al
system for first use directly
to the user or for own use

(11) ‘putting into service’
means the supply of an Al
system for first use directly
to the #serdeployer or for

138 | on the Union market for its enin the Union-#earket for | own use e#in the Union

intended purpose; market for its intended its intended purpose; market for its intended
purpose; purpose;
Text Origin: Council
Mandate
Article 3, first paragraph, point (12)

(12) ‘intended purpose’ (12) ‘intended purpose’ (12) ‘intended purpose’ (12) ‘intended purpose’
means the use for which an | means the use for which an | means the use for which an | means the use for which an
Al system is intended by Al system is intended by Al system is intended by Al system is intended by
the provider, including the | the provider, including the | the provider, including the | the provider, including the
specific context and specific context and specific context and specific context and

139 conditions of use, as conditions of use, as conditions of use, as conditions of use, as
specified in the specified in the specified in the specified in the
information supplied by information supplied by information supplied by information supplied by
the provider in the the provider in the the provider in the the provider in the
instructions for use, instructions for use, instructions for use, instructions for use,
promotional or sales promotional or sales promotional or sales promotional or sales
materials and statements, materials and statements, materials and statements, materials and statements,
as well as in the technical as well as in the technical as well as in the technical as well as in the technical
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Pres1dency3

documentation; documentation; documentation; documentation;
Text Origin:
Commission Proposal
Article 3, first paragraph, point (13)

(13) ‘reasonably
foreseeable misuse’ means
the use of an Al system in
a way that is not in
accordance with its
intended purpose, but
which may result from
reasonably foreseeable

(13) ‘reasonably
foreseeable misuse’ means
the use of an Al system in
a way that is not in
accordance with its
intended purpose_as
indicated in instructions
for use established by the

(13) ‘reasonably
foreseeable misuse’ means
the use of an Al system in
a way that is not in
accordance with its
intended purpose, but
which may result from
reasonably foreseeable

(13) ‘reasonably
foreseeable misuse’ means
the use of an Al system in
a way that is not in
accordance with its
intended purpose_[as
indicated in instructions
for use established by the

140 | human behaviour or provider, but which may human behaviour or provider], but which may
interaction with other result from reasonably interaction with other result from reasonably
systems; foreseeable human systems; foreseeable human
behaviour or interaction behaviour or interaction
with other_systems, with other_systems,
including other AI including other Al
systems; systems;
Text Origin: EP
Mandate
Article 3, first paragraph, point (14)
(14) ‘safety component of | (14) ‘safety component of | (14) ‘safety component of | (14) ‘safety component of
141 a product or system’ means | a product or system’ a product or system’ means | a product or system’ means
a component of a product | means, in line with Union | a component of a product | a component of a product
or of a system which fulfils | harmonisation law listed or of a system which fulfils | or of a system which fulfils
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Commission Proposal

a safety function for that
product or system or the
failure or malfunctioning
of which endangers the
health and safety of
persons or property;

EP Mandate

in_ Annex I, a component
of a product or of a system
which fulfils a safety
function for that product or
system, or the failure or
malfunctioning of which
endangers the health and
safety of persons-e#

property,

Council Mandate

a safety function for that
product or system or the
failure or malfunctioning
of which endangers the
health and safety of
persons or property;

Draft Agreement

a safety function for that
product or system, or the
failure or malfunctioning
of which endangers the
health and safety of
persons [or property/;

Text Origin: EP
Mandate

Presidency3

Article 3

, first paragraph, point (15)

(15) ‘instructions for use’
means the information
provided by the provider to
inform the user of in
particular an Al system’s
intended purpose and

(15) ‘instructions for use’
means the information
provided by the provider to
inform the #serdeployer of
in particular an Al
system’s intended purpose

(15) ‘instructions for use’
means the information
provided by the provider to
inform the user of in
particular an Al system’s
intended purpose and

(15) ‘instructions for use’
means the information
provided by the provider to
inform the user of in
particular an Al system’s
intended purpose and

proper use, inclusive of the | and proper use, as well as | proper use—ireliusive-ofthe | proper use—inelusive-of-the
142 specific geographical, information on any speelfiaeaeallan spealfiama sl fan
behavioural or functional precautions to be taken; bolressiorralamlmetional | bebeviopral o inerionad
setting within which the inclusive of the specific s e el stk e e
high-risk Al system is geographical, behavioural | Aigh-riskAl-systenis Tioh-risk—{-svstem-is
intended to be used; or functional setting within | intended-to-besed, intended-io-besed,
which the high-risk Al o .
system is intended to be Text Origin: Council
used: Mandate
Article 3, first paragraph, point (16)
143 (16) ‘recall of an Al (16) ‘recall of an Al (16) ‘recall of an Al (16) ‘recall of an Al
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Commission Proposal

system’ means any
measure aimed at
achieving the return to the
provider of an Al system
made available to users;

EP Mandate

system’ means any
measure aimed at
achieving the return to the
provider of an Al system
that has been made
available to

usersdeployers;

Council Mandate

system’ means any
measure aimed at
achieving the return to the
provider or taking it oui of
service or disabling the
use of an Al system made
available to users;

Draft Agreement

system’ means any
measure aimed at
achieving the return to the
provider or taking it out of
service or disabling the
use of an Al system made
available to

usersdeployers;

Text Origin: Council

Mandate

Pres1dency3

Article 3,

first paragraph, point (17)

(17) ‘withdrawal of an Al
system’ means any
measure aimed at
preventing the distribution,
display and offer of an Al

(17) ‘withdrawal of an Al
system’ means any
measure aimed at

preventing the distribution,

display and offer of an Al

(17) ‘withdrawal of an Al
system’ means any
measure aimed at

preventing an Al system in
the supply chain being

(17) ‘withdrawal of an Al
system’ means any
measure aimed at

preventing an Al system in
the supply chain being

144 | system; system; made available on the made available on the
marketthe-distribution; marketthe-distribution;
systent, systent,
Text Origin: Council
Mandate
Article 3, first paragraph, point (18)
(18) ‘performance of an (18) ‘performance of an (18) ‘performance of an (18) ‘performance of an
145 P’y 9 9 K
Al system’ means the Al system’ means the Al system’ means the Al system’ means the
ability of an Al system to ability of an Al system to ability of an Al system to ability of an Al system to
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Commission Proposal

achieve its intended
purpose;

EP Mandate

achieve its intended
purpose;

Council Mandate

achieve its intended
purpose;

Draft Agreement
achieve its intended
purpose;

Text Origin:
Commission Proposal

Presidency3

Article 3

, first paragraph, point (19)

(19) ‘notifying authority’
means the national
authority responsible for
setting up and carrying out
the necessary procedures
for the assessment,

(19) ‘notifying authority’
means the national
authority responsible for
setting up and carrying out
the necessary procedures
for the assessment,

(19) ‘notifying authority’
means the national
authority responsible for
setting up and carrying out
the necessary procedures
for the assessment,

(19) ‘notifying authority’
means the national
authority responsible for
setting up and carrying out
the necessary procedures
for the assessment,

146 designation and designation and designation and designation and
notification of conformity | notification of conformity | notification of conformity | notification of conformity
assessment bodies and for | assessment bodies and for | assessment bodies and for | assessment bodies and for
their monitoring; their monitoring; their monitoring; their monitoring;
Text Origin:
Commission Proposal
Article 3, first paragraph, point (20)
(20) ‘conformity (20) ‘conformity (20) ‘conformity (20) ‘conformity
assessment’ means the assessment’ means the assessment’ means the assessment’ means the
process of verifying process of process of verifying process of
147 | whether the requirements | verifyinedemonstrating whether the requirements | verifyinedemonstrating
set out in Title ITI, Chapter | whether the requirements set out in Title III, Chapter | whether the requirements
2 of this Regulation set out in Title III, Chapter | 2 of this Regulation set out in Title I1I, Chapter
relating to an Al system 2 of this Regulation relating to a#a high-risk 2 of this Regulation
have been fulfilled; relating to an Al system Al system have been relating to a#a high-risk
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Commission Proposal

EP Mandate
have been fulfilled;

Council Mandate
fulfilled;

Draft Agreement

Al system have been
fulfilled;

Text Origin: Council

Mandate

Presidency3

Article 3

, first paragraph, point (21)

(21) ‘conformity
assessment body’ means a
body that performs third-
party conformity
assessment activities,

(21) ‘conformity
assessment body’ means a
body that performs third-
party conformity
assessment activities,

(21) ‘conformity
assessment body’ means a
body that performs third-
party conformity
assessment activities,

(21) ‘conformity
assessment body’ means a
body that performs third-
party conformity
assessment activities,

148 including testing, including testing, including testing, including testing,
certification and certification and certification and certification and
inspection; inspection; inspection; inspection;
Text Origin:
Commission Proposal
Article 3, first paragraph, point (22)
(22) ‘notified body’ means | (22) ‘notified body’ means | (22) ‘notified body’ means | (22) ‘notified body’ means
a conformity assessment a conformity assessment a conformity assessment a conformity assessment
body designated in body desienatednotified in | body designated in body desienatednotified in
accordance with this accordance with this accordance with this accordance with this
149 | Regulation and other Regulation and other Regulation and other Regulation and other
relevant Union relevant Union relevant Union relevant Union
harmonisation legislation; | harmonisation legislation; | harmonisation legislation; | harmonisation legislation;
Text Origin: EP
Mandate
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Article 3,

Commission Proposal
first paragraph, point (23)

EP Mandate

Council Mandate

Draft Agreement

Presidency3

150

(23) ‘substantial
modification’ means a
change to the Al system
following its placing on the
market or putting into
service which affects the
compliance of the Al
system with the
requirements set out in
Title III, Chapter 2 of this
Regulation or results in a
modification to the
intended purpose for which
the Al system has been
assessed;

(23) ‘substantial
modification’ means a
ehangetomodification or a
series of modifications of
the Al system
fottowineafter its placing
on the market or putting
into service which affeetsis
not foreseen or planned in
the initial risk assessment

by the provider and as a
result of which the

compliance of the Al
system with the
requirements set out in
Title III, Chapter 2 of this
Regulation_is affected or
results in a modification to
the intended purpose for
which the Al system has
been assessed;

(23) ‘substantial
modification’ means a
change to the Al system
following its placing on the
market or putting into
service which affects the
compliance of the Al
system with the
requirements set out in
Title III, Chapter 2 of this
Regulation, or-+esuttsin a
modification to the
intended purpose for which
the Al system has been
assessed. For high-risk Al
systems that continue to
learn after being placed
on the market or put into
service, changes to the
high-risk AI system and
its performance that have
been pre-determined by
the provider at the
moment of the initial
conformity assessment
and are part of the
information contained in
the technical
documentation referred to
in point 2(f) of Annex IV,
shall not constitute a

(23) ‘substantial
modification’ means a
change to the Al system
foHewineafier its placing
on the market or putting
into service which affeetsis
not foreseen or planned in
the initial conformity
assessment by the provider
and as a result of which
the compliance of the Al
system with the
requirements set out in
Title III, Chapter 2 of this
Regulation_is affected or
results in a modification to
the intended purpose for
which the Al system has
been assessed;

Text Origin: EP
Mandate
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Commission Proposal

EP Mandate

Council Mandate

substantial modification;

Draft Agreement

Pres1dency3

Article 3, first paragraph, point (24) |
(24) ‘CE marking of (24) ‘CE marking of (24) ‘CE marking of (24) ‘CE marking of
conformity’ (CE marking) | conformity’ (CE marking) | conformity’ (CE marking) | conformity’ (CE marking)
means a marking by which | means a physical or digital | means a marking by which | means a marking by which
a provider indicates that an | marking by which a a provider indicates that an | a provider indicates that an
Al system is in conformity | provider indicates that an Al system is in conformity | Al system is in conformity
with the requirements set Al system or a product with the requirements set with the requirements set
out in Title III, Chapter 2 with an embedded Al out in Title III, Chapter 2 out in Title III, Chapter 2
of this Regulation and system is in conformity or in Article 4b of this [or in Article 4b] of this
other applicable Union with the requirements set Regulation and other Regulation and other
1511 Jegislation harmonising the | out in Title III, Chapter 2 applicable Union applicable Union
conditions for the of this Regulation and lesislationlegal act legislation harmonising the
marketing of products other applicable Union harmonising the conditions | conditions for the
(‘Union harmonisation legislation harmonising the | for the marketing of marketing of products
legislation’) providing for | conditions for the products (‘Union (‘Union harmonisation
its affixing; marketing of products harmonisation legislation’) | legislation”) providing for
(‘Union harmonisation providing for its affixing; its affixing;
legislation’) providing for o
its affixing; Text Origin:
Commission Proposal
Article 3, first paragraph, point (25)
(25) ‘post-market (25) ‘post-market (25) ‘post-market (25) ‘post-market
monitoring’ means all monitoring’ means all monitoring_system’ means | monitoring_system’ means
152 | activities carried out by activities carried out by all activities carried out by | all activities carried out by
providers of Al systems to | providers of Al systems to | providers of Al systems to | providers of Al systems to
proactively collect and proactively collect and proaetively collect and proaetively collect and
review experience gained | review experience gained | review experience gained | review experience gained
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Commission Proposal

from the use of Al systems
they place on the market or
put into service for the
purpose of identifying any
need to immediately apply
any necessary corrective or
preventive actions;

EP Mandate

from the use of Al systems
they place on the market or
put into service for the
purpose of identifying any
need to immediately apply
any necessary corrective or
preventive actions;

Council Mandate

from the use of Al systems
they place on the market or
put into service for the
purpose of identifying any
need to immediately apply
any necessary corrective or
preventive actions;

Draft Agreement

from the use of Al systems
they place on the market or
put into service for the
purpose of identifying any
need to immediately apply
any necessary corrective or
preventive actions;

Text Origin: Council

Mandate

Presidency3

Article 3

, first paragraph, point (26)

(26) ‘market surveillance
authority’ means the
national authority carrying
out the activities and

(26) ‘market surveillance
authority’ means the
national authority carrying
out the activities and

(26) ‘market surveillance
authority’ means the
national authority carrying
out the activities and

(26) ‘market surveillance
authority’ means the
national authority carrying
out the activities and

153 | taking the measures taking the measures taking the measures taking the measures
pursuant to Regulation pursuant to Regulation pursuant to Regulation pursuant to Regulation
(EU) 2019/1020; (EU) 2019/1020; (EU) 2019/1020; (EU) 2019/1020;
Text Origin:
Commission Proposal
Article 3, first paragraph, point (27)
(27) ‘harmonised (27) ‘harmonised (27) ‘harmonised (27) ‘harmonised
standard’ means a standard’ means a standard’ means a standard’ means a
154 | European standard as European standard as European standard as European standard as
defined in Article 2(1)(c) defined in Article 2(1)(c) defined in Article 2(1)(c) defined in Article 2(1)(c)
of Regulation (EU) No of Regulation (EU) No of Regulation (EU) No of Regulation (EU) No
1025/2012; 1025/2012; 1025/2012; 1025/2012;
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Text Origin:
Commission Proposal

Pres1dency3

Article 3,

first paragraph, point (28)

(28) ‘common

(28) ‘common

(28) ‘common

(28) ‘common

specifications’ means a specifications’ means a Sﬁeezﬁeaﬂenssgecmcatwn Sﬁeetﬁeaﬂefﬁsgeaﬁcatwn
document, other than a document, other than a > means a doewment—other | > means a decwment—other
standard, containing standard, containing el il el
technical solutions technical solutions et e eteet] B e
providing a means to, providing a means to, solutions-providing-aset of | solutionsproviding—aset of
comply with certain comply with certain technical specifications, as | technical specifications, as
requirements and requirements and defined in point 4 of defined in point 4 of
155 | obligations established obligations established Article 2 of Regulation Article 2 of Regulation
under this Regulation; under this Regulation; (EU) No 1025/2012 (EU) No 1025/2012
providing means to; providing means to;
comply with certain comply with certain
requirements-e#¢ requirements-e#¢
oblisations established oblisations established
under this Regulation; under this Regulation;
Text Origin: Council
Mandate
Article 3, first paragraph, point (29)
(29) ‘training data’ means | (29) ‘training data’ means | (29) ‘training data’ means | (29) ‘training data’ means
data used for training an Al | data used for training an Al | data used for training an Al | data used for training an Al
156 | system through fitting its system through fitting its system through fitting its system through fitting its
learnable parameters, learnable parameters; learnable parameters; learnable parameters;
including the weights of a | includinetheweichtsofa¢ | inelndingtheweishtsof-a | tneludinetheweishts-of-a
neural network; R e rrettre el newral-rnetvork,
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Text Origin: Council

Mandate

Presidency3

Article 3

, first paragraph, point (30)

(30) ‘validation data’
means data used for
providing an evaluation of
the trained Al system and
for tuning its non-learnable
parameters and its learning
process, among other
things, in order to prevent

(30) ‘validation data’
means data used for
providing an evaluation of
the trained Al system and
for tuning its non-learnable
parameters and its learning
process, among other
things, in order to prevent

(30) ‘validation data’
means data used for
providing an evaluation of
the trained Al system and
for tuning its non-learnable
parameters and its learning
process, among other
things, in order to prevent

(30) ‘validation data’
means data used for
providing an evaluation of
the trained Al system and
for tuning its non-learnable
parameters and its learning
process, among other
things, in order to prevent

157 overfitting; whereas the underfitting or overfitting; | overfitting; whereas the underfitting or overfitting;
validation dataset can be a | whereas the validation validation dataset can be a | whereas the validation
separate dataset or part of | dataset ea#n-beis a separate | separate dataset or part of | dataset eanbeis a separate
the training dataset, either | dataset or part of the the training dataset, either | dataset or part of the
as a fixed or variable split; | training dataset, either as a | as a fixed or variable split; | training dataset, either as a
fixed or variable split; fixed or variable split;
Text Origin: EP
Mandate
Article 3, first paragraph, point (31)
(31) ‘testing data’ means (31) ‘testing data’ means (31) ‘testing data’ means (31) ‘testing data’ means
data used for providing an | data used for providing an | data used for providing an | data used for providing an
158 | independent evaluation of | independent evaluation of | independent evaluation of | independent evaluation of
the trained and validated the trained and validated the trained and validated the tredmed-cndveticlared
Al system in order to Al system in order to Al system in order to Al system in order to
confirm the expected confirm the expected confirm the expected confirm the expected
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Commission Proposal

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

EP Mandate

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

Council Mandate

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

Draft Agreement

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

Text Origin:
Commission Proposal

Pres1dency3

Article 3, first paragraph, point (32)

(32) ‘input data’ means (32) ‘input data’ means (32) ‘input data’ means (32) ‘input data’ means
data provided to or directly | data provided to or directly | data provided to or directly | data provided to or directly
acquired by an Al system acquired by an Al system acquired by an Al system | acquired by an Al system

159 | on the basis of which the on the basis of which the on the basis of which the on the basis of which the
system produces an output; | system produces an output; | system produces an output; | system produces an output;

Text Origin:
Commission Proposal
Article 3, first paragraph, point (33)

(33) ‘biometric data’ (33) ‘biometric data’ (33) ‘biometric data’ (33) ‘biometric data’
means personal data means personat-date means personal data means personal data
resulting from specific pesnl e e e resulting from specific resulting from specific
technical processing feelifealpraceatie technical processing technical processing

160 relating to the physical, bttt e relating to the physical, relating to the physical,
physiological or el efeed o physiological or physiological or
behavioural characteristics | behavieurat-characteristics | behavioural characteristics | behavioural characteristics
of a natural person, which | efanatwralperson—whiek | of a natural person, whiek | of a natural person, which
allow or confirm the el ap et bl e et bl e et
unique identification of wHgttedtentifieationof wiHgtedtentifieationof tb et e e e
that natural person, such as | thatnaturalperson—sueh thetwetnrel-persor-such thetwetirel-persor—such
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Commission Proposal

facial images or
dactyloscopic data;

EP Mandate

deetrloseople
databiometric data as
defined in Article 4, point
(14) of Regulation (EU)
2016/679;

Council Mandate

as facial images or
dactyloscopic data;

Draft Agreement

as facial images or
dactyloscopic data;

Text Origin: EP
Mandate

Presidency3

Article 3

, first paragraph, point (33a new)

160a

(33a) ‘biometric-based
data’ means data resulting
from specific technical

processing relating to

physical, physiological or
behavioural signals of a

natural person;

Article 3

, first paragraph, point (33b new)

(33b) ‘biometric
identification’ means the
automated recognition of
physical, physiological,
behavioural, and

(33a) ‘biometric
identification’ means the
automated recognition of
physical, physiological,

behavioural, and

160b psychological human psychological human
features for the purpose of features for the purpose of
establishing an establishing an
individual’s identity by individual’s identity by
comparing biometric data comparing biometric data
of that individual to stored of that individual to stored
biometric data of biometric data of
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Commission Proposal

EP Mandate

individuals in a database
(one-to-many
identification);

Council Mandate

Draft Agreement

individuals in a database;

Pres1dency3

Article 3,

first paragraph, point (33c new)

(33c) ‘biometric
verification’ means the
automated verification of
the identity of natural
persons by comparing

e biometric data of an
individual to previously
provided biometric data
(one-to-one verification,
including authentication);
Article 3, first paragraph, point (33a)
(33d) ‘special categories
of personal data’ means In law enforcement pack
160d the categories of personal
data referred to in Article
9(1) of Regulation (EU)
2016/679;
Article 3, first paragraph, point (34)
161 (34) ‘emotion recognition | (34) ‘emotion recognition | (34) ‘emotion recognition | (34) ‘emotion recognition
system’ means an Al system’ means an Al system’ means an Al system’ means an Al
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Commission Proposal

system for the purpose of
identifying or inferring
emotions or intentions of
natural persons on the
basis of their biometric
data;

EP Mandate
system for the purpose of
identifying or inferring
emotions, thoughts, states

Council Mandate
system for the purpose of
identifying or inferring
psychological states,

of mind or intentions of
netral-personsindividuals
or groups on the basis of
their biometric_and
biometric-based data;

emotions or intentions of
natural persons on the
basis of their biometric
data;

Draft Agreement

system for the purpose of
identifying or inferring
emotions or intentions of
natural persons on the
basis of their biometric
data;

Text Origin:
Commission Proposal

Presidency3

Article 3

first paragraph, point (35)

(35) ‘biometric

(35) ‘biometric

(35) ‘biometric

(35) ‘biometric

categorisation system’ categorisation system categorisation system’ categorisation system’ Linked to Law enforcement
means an Al system for the | means-anAfsystemforthe | means an Al system for the | means an Al system for the package.
purpose of assigning pHEPOSE-6f assigning purpose of assigning purpose of assigning
natural persons to specific | natural persons to specific | natural persons to specific | natural persons to specific
categories, such as sex, categories, sieh-s-5ex; categories,sueh-s-5ex; categories,sueh-s-5ex;
age, hair colour, eye e ek e o epe R R e et e lan e
colour, tattoos, ethnic eolowr—tattoos—ethnic eolowr—tattoos—ethnic eolowr—tattoos—ethnic
162 or%gin or sexual or pol?tical OFICTH-OF-Sexte-or OFST-Or-Sexta-or origin-or-sexual-or
orientation, on the basis of | political-orientation—onthe | pelitical-orientation: on the | pelitieal-orientation: on the
their biometric data; basis-of their-biometricor | basis of their biometric basis of their biometric
inferring their data; data;
characteristics and
attributes on the basis of UEEE Oraepng Lot L
. 7. 5 Mandate
their biometric or
biometric-based data, or
which can be inferred
from such data;
| Article 3, first paragraph, point (36) |
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Commission Proposal

(36) ‘remote biometric
identification system’
means an Al system for the
purpose of identifying
natural persons at a
distance through the
comparison of a person’s
biometric data with the
biometric data contained in

EP Mandate

(36) ‘remote biometric
identification system’
means an Al system for the
purpose of identifying
natural persons at a
distance through the
comparison of a person’s
biometric data with the
biometric data contained in

Council Mandate

(36) ‘remote biometric
identification system’
means an Al system for the
purpose of identifying
natural persons typically at
a distance, without their

Draft Agreement

(36) ‘remote biometric
identification system’
means an Al system for the
purpose of identifying
natural persons, without
with their active

active involvement,
through the comparison of
a person’s biometric data
with the biometric data

involvement, typically at a
distance through the
comparison of a person’s
biometric data with the

Presidency3

163 | areference database, and a reference database, and
without prior knowledge of | without prior knowledge of | contained in a reference biometric data contained in
the user of the Al system the userdeployer of the Al | database—andvithout a reference database;—a#d
whether the person will be | system whether the person | priorfnrowledeeof-the witha e pladeea
present and can be will be present and can be | wser-of theAfsystem e e
identified ; identified, excluding st sep ot by phethon e e il L

verification systems-; pmeereelenn e pmesereel o b
identified-data repository; | identified;
Text Origin:
Commission Proposal
Article 3, first paragraph, point (37)

(37) “‘real-time’ remote (37) “‘real-time’ remote (37) “‘real-time’ remote (37) “‘real-time’ remote
biometric identification biometric identification biometric identification biometric identification
system’ means a remote system’ means a remote system’ means a remote system’ means a remote

164 biometric identification biometric identification biometric identification biometric identification
system whereby the system whereby the system whereby the system whereby the
capturing of biometric capturing of biometric capturing of biometric capturing of biometric
data, the comparison and data, the comparison and data, the comparison and data, the comparison and
the identification all occur | the identification all occur | the identification all occur | the identification all occur
without a significant delay. | without a significant delay. | without-a-sienificant-delay- | without a significant delay.
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Pres1dency3

This comprises not only This comprises not only This-comprises—Heor - This comprises not only
instant identification, but instant identification, but frrtenit el e e b instant identification, but
also limited short delays in | also limited shortdelays in | elso-timited-short-detays-n | also limited short delays in
order to avoid order to avoid el o] order to avoid
circumvention. circumvention:; etreunvention-instantaneo | circumvention.
usly or near .
instantaneously; TSet G lgdh:
Commission Proposal
Article 3, first paragraph, point (38)
(38) “‘post’ remote (38) ““post’ remote (38) “‘post’ remote
biometric identification biometric identification deleted biometric identification

system’ means a remote
biometric identification

system’ means a remote
biometric identification

system’ means a remote
biometric identification

165 | system other than a ‘real- system other than a ‘real- system other than a ‘real-
time’ remote biometric time’ remote biometric time’ remote biometric
identification system; identification system; identification system;
Text Origin: EP
Mandate
Article 3, first paragraph, point (39)
(39) ‘publicly accessible (39) ‘publicly accessible (39) ‘publicly accessible (39) ‘publicly accessible
space’ means any physical | space’ means any publicly | space’ means any publicly | space’ means any publicly
place accessible to the or privately owned or privately owned or privately owned
166 | public, regardless of physical place accessible to | physical place accessible to | physical place accessible to
whether certain conditions | the public, regardless of the-public.an the-publican undetermined
for access may apply; whether certain conditions | undetermined number of | number of natural
for access may apply, and | natural persons regardless | persons, regardless of
regardless of the potential | of whether certain whether certain conditions
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Commission Proposal

EP Mandate

capacity restrictions;

Council Mandate

conditions or
circumstances for access

may-appiyhave been

predetermined, and

regardless of the potential
capacity restrictions;

Draft Agreement

for access may apply, and
regardless of the potential
capacity restrictions;

Text Origin:
Commission Proposal

Presidency3

Article 3

, first paragraph, point (40)

(40) ‘law enforcement
authority’ means:

(40) ‘law enforcement
authority’ means:

(40) ‘law enforcement
authority’ means:

(40) ‘law enforcement
authority’ means:

167
Text Origin:
Commission Proposal
Article 3, first paragraph, point (40)(a)
(a) any public authority (a) any public authority (a) any public authority (a) any public authority
competent for the competent for the competent for the competent for the
prevention, investigation, prevention, investigation, prevention, investigation, prevention, investigation,
detection or prosecution of | detection or prosecution of | detection or prosecution of | detection or prosecution of
criminal offences or the criminal offences or the criminal offences or the criminal offences or the
execution of criminal execution of criminal execution of criminal execution of criminal
168 penalties, including the penalties, including the penalties, including the penalties, including the
safeguarding against and safeguarding against and safeguarding against and safeguarding against and
the prevention of threats to | the prevention of threats to | the prevention of threats to | the prevention of threats to
public security; or public security; or public security; or public security; or
Text Origin:
Commission Proposal
| Article 3, first paragraph, point (40)(b)
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Commission Proposal

(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

EP Mandate

(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

Council Mandate

(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

Draft Agreement

(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

Presidency3

169 | offences or the execution offences or the execution offences or the execution offences or the execution
of criminal penalties, of criminal penalties, of criminal penalties, of criminal penalties,
including the safeguarding | including the safeguarding | including the safeguarding | including the safeguarding
against and the prevention | against and the prevention | against and the prevention | against and the prevention
of threats to public of threats to public of threats to public of threats to public
security; security; security; security;

Text Origin:

Commission Proposal

Article 3, first paragraph, point (41)

(41) ‘law enforcement’ (41) ‘law enforcement’ (41) ‘law enforcement’ (41) ‘law enforcement’
means activities carried out | means activities carried out | means activities carried out | means activities carried out
by law enforcement by law enforcement by law enforcement by law enforcement
authorities for the authorities or on their authorities or on their authorities or on their
prevention, investigation, behalf for the prevention, | behalf for the prevention, | behalf for the prevention,

170 | detection or prosecution of | investigation, detection or | investigation, detection or | investigation, detection or
criminal offences or the prosecution of criminal prosecution of criminal prosecution of criminal
execution of criminal offences or the execution offences or the execution offences or the execution
penalties, including the of criminal penalties, of criminal penalties, of criminal penalties,
safeguarding against and including the safeguarding | including the safeguarding | including the safeguarding
the prevention of threats to | against and the prevention | against and the prevention | against and the prevention
public security; of threats to public of threats to public of threats to public
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Commission Proposal

EP Mandate

security;

Council Mandate

security;

Draft Agreement

security;

Text Origin: Council

Mandate

Pres1dency3

Article 3,

first paragraph, point (42)

(42) ‘national supervisory
authority’ means the
authority to which a
Member State assigns the
responsibility for the
implementation and
application of this
Regulation, for
coordinating the activities

(42) ‘national supervisory
authority’ means #:ea

public authority to which a

Member State assigns the
responsibility for the
implementation and
application of this
Regulation, for
coordinating the activities

deleted

171 entrusted to that Member entrusted to that Member
State, for acting as the State, for acting as the
single contact point for the | single contact point for the
Commission, and for Commission, and for
representing the Member representing the Member
State at the European State attheEuropean
Artificial Intelligence B A
Board; Boardin the management
Board of the AI Office;
Article 3, first paragraph, point (43)
(43) ‘national competent (43) ‘national competent (43) ‘national competent (43) ‘national competent
172 | authority’ means the authority’ means any of authority’ means ke authority’ means e
national supervisory the national supervisory e e HAHORH-SUPEr iy ory:
authority, the notifying st e e aunthority-any of the anthority-any of the
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Commission Proposal

authority and the market
surveillance authority;

EP Mandate

Council Mandate

ertlrepioee it et following: the notifying
strveittanee authority and the market
anthorityauthorities which | surveillance authority, As
are responsible for the regards Al systems put
enforcement of this into service or used by EU

Regulation;

Draft Agreement

following: the notifying
authority and the market
surveillance authority. As
regards Al systems put
into service or used by EU

institutions, agencies,
offices and bodies, the
European Data Protection

institutions, agencies,
offices and bodies, any
reference to national

Supervisor shall fulfil the

competent authorities or

responsibilities that in the

market surveillance

Member States are
entrusted to the national

authorities in this
Regulation shall be

competent authority and,

understood as referring to

as relevant, any reference

the European Data

to national competent
authorities or market
surveillance authorities in
this Regulation shall be
understood as referring to
the European Data
Protection Supervisor;

Protection Supervisor;

Text Origin: Council

Mandate

Presidency3

Article 3

, first paragraph, point (44)

(44) ‘serious incident’
means any incident that

(44) ‘serious incident’
means any incident or

(44) ‘serious incident’
means any incident et

(44) ‘serious incident’
means any incident #at

directly or indirectly leads, | malfunctioning of an AI clhematb o e Lol | dlireath s fel il Joe L
173 might have led or might system that directly or bl L e Ll bl Lo L el
lead to any of the indirectly leads, might leador malfunctioning of | teador malfunctioning of
following: have led or might lead to an Al system that directly | an Al system that directly
any of the following: or indirectly leads to any or indirectly leads to any
of the following: of the following:
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Text Origin: Council

Mandate

Presidency3

Article 3

, first paragraph, point (44)(a)

(a) the death of a person or
serious damage to a
person’s health, to

(a) the death of a person or
serious damage to a
person’s health,—o

(a) the death of a person or
serious damage to a
person’s health,—o

(a) the death of a person or
serious damage to a
person’s health,—o

174 | property or the P properror-the property-or-the
environment, EHVIFORERt; environment;; environment;;
Text Origin: Council
Mandate
Article 3, first paragraph, point (44)(b)
(b) aserious and (b) aserious and (b) aserious and (b) aserious and
irreversible disruption of irreversible-disruption of irreversible disruption of irreversible disruption of
the management and the management and the management and the management and
175 | operation of critical operation of critical operation of critical operation of critical
infrastructure. infrastructure-; infrastructure-; infrastructure.
Text Origin:
Commission Proposal
Article 3, first paragraph, point (44)(ba)
(ba) breach of obligations | (ba) breach of obligations
175a under Union law intended | under Union law intended
to protect fundamental to protect fundamental
rights; rights;
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Text Origin: Council
Mandate

Presidency3

| Article 3, first paragraph, point (44)(ba new)

175b

(ba) a breach of
fundamental rights

protected under Union
law,

Article 3, first paragraph, point (44)(bb)

(bb) serious damage to

(bb) serious damage to

property or the

property or the

175¢ enyironment. environment.
Text Origin: Council
Mandate
Article 3, first paragraph, point (44)(bb new)
(bb) serious damage to
175d property or the
environment.
| Article 3, first paragraph, point (44a new)
1750 (44a) 'personal data’ (44a) 'personal data’
means personal data as means personal data as
defined in Article 4, point defined in Article 4, point
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Commission Proposal

EP Mandate
(1) of Regulation (EU)

2016/679;

Council Mandate

Draft Agreement

(1) of Regulation (EU)
2016/679;

Text Origin: EP
Mandate

Pres1dency3

Article 3,

first paragraph, point (44a)

(44a) ‘non-personal data’

(44¢c) ‘non-personal data’

means data other than
personal data as defined

means data other than
personal data as defined

in point (1) of Article 4 of

in point (1) of Article 4 of

175¢ Regulation (EU) Regulation (EU)
2016/679; 2016/679;
Text Origin: Council
Mandate
Article 3, first paragraph, point (44b)

175¢g

(44b) ‘critical
infrastructure’ means an
asset, system or part
thereof which is necessary
for the delivery of a

service that is essential for
the maintenance of vital
societal functions or
economic activities within
the meaning of Article
2(4) and (5) of Directive
ceee/seo.. 0N the resilience
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Commission Proposal

EP Mandate

Council Mandate

of critical entities;

Draft Agreement

Pres1dency3

Article 3,

first paragraph, point (44c new)

175h

(44b) ‘profiling’ means
any form of automated
processing of personal

data as defined in point

(4) of Article 4 of
Regulation (EU)
2016/679; or in the case of
law enforcement
authorities — in point 4 of
Article 3 of Directive (EU)
2016/680 or, in the case of
Union institutions, bodies,
offices or agencies, in

(he) ‘profiling’ means
any form of automated
processing of personal

data as defined in point

(4) of Article 4 of
Regulation (EU)
2016/679; or in the case of
law enforcement
authorities — in point 4 of
Article 3 of Directive (EU)
2016/680 or, in the case of
Union institutions, bodies,
offices or agencies, in

point 5 Article 3 of point 5 Article 3 of
Regulation (EU) Regulation (EU)
2018/1725; 2018/1725;
Article 3, first paragraph, point (44a)
(44c) ‘testing in real (44c) ‘testing in real
world conditions’ means world conditions’ means
the temporary testing of the temporary testing of
1751 an Al system for its an Al system for its
intended purpose in real intended purpose in real
world conditions outside world conditions outside
of a laboratory or of a laboratory or
otherwise simulated otherwise simulated
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Commission Proposal

EP Mandate

Council Mandate

environment with a view
to gathering reliable and
robust data and to
assessing and verifying
the conformity of the AI
system with the
requirements of this
Regulation; testing in real
world conditions shall not
be considered as placing
the Al system on the
market or putting it into
service within the
meaning of this
Regulation, provided that
all conditions under
Article 53 or Article 54a

are fulfilled;

Draft Agreement

Presidency3

environment with a view
to gathering reliable and
robust data and to
assessing and verifying
the conformity of the AI
system with the
requirements of this
Regulation; testing in real
world conditions shall not
be considered as placing
the Al system on the
market or putting it into
service within the
meaning of this
Regulation, provided that
all conditions under
Article 53 or Article 54a

are fulfilled;

Article 3

, first paragraph, point (44a)(a)

(44f) ‘subject’ for the
purpose of real world

testing means a natural

(bh) ‘subject’ for the
purpose of real world

testing means a natural

(bh) ‘subject’ for the
purpose of real world
testing means a natural

175j person who participates in | person who participates in person who participates in
testing in real world testing in real world testing in real world
conditions; conditions; conditions;
| Article 3, first paragraph, point (44a)(b)
175k . - ™
(44g) ‘informed consent’ | (bi) ‘informed consent’ (bi) ‘informed consent’
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Commission Proposal

EP Mandate

Council Mandate

means a subject's free and

Draft Agreement

means a subject’s free and

Presidency3

means a subject’s free and

voluntary expression of

voluntary expression of

his or her willingness to

his or her willingness to

participate in a particular

participate in a particular

testing in real world
conditions, after having

testing in real world
conditions, after having

been informed of all
aspects of the testing that

been informed of all
aspects of the testing that

are relevant to the
subject's decision to
participate; in the case of

are relevant to the
subject's decision to

minors and of

incapacitated subjects, the

participate; in the case of

minors and of

incapacitated subjects, the

voluntary expression of
his or her willingness to
participate in a particular
testing in real world
conditions, after having
been informed of all
aspects of the testing that
are relevant to the
subject's decision to
participate; in the case of

minors and of

incapacitated subjects, the

informed consent shall be

informed consent shall be

given by their legally
designated representative;

given by their legally
designated representative;

informed consent shall be
given by their legally
designated representative;

Article 3

, first paragraph, point (44a)(c

)

(44c) ''deep fake" means
manipulated or synthetic
audio, image or video
content that would falsely
appear to be authentic or
truthful, and which

(bf) "deep fake' means
manipulated image, audio
or video content that
appreciably resembles
existing persons, objects,
places or other entities or

linked to art 52

) features depictions of events and would falsely
persons appearing to say appear to a person to be
or do things they did not authentic or truthful
say or do, produced using
Al techniques, including
machine learning and
deep learning;
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Presidency3

Article 3, first paragraph, point (44e)

175m

(44e) ‘real world testing
plan’ means a document

(bg) ‘real world testing
plan’ means a document

that describes the
objectives, methodology,

that describes the
objeciives, methodology,

geographical, population

geographical, population

and temporal scope,
monitoring, organisation

and temporal scope,
monitoring, organisation

and conduct of testing in

and conduct of testing in

real world conditions;

real world conditions;

(44 eb) ‘Sandbox plan’
means a document agreed
between the participating
provider and the

competent authority
describing the objectives,
conditions, timeframe,
methodology and
requirements for the
activities carried out
within the sandbox.

Article 3

, first paragraph, point (44h)

175n

(44h) ‘Al regulatory
sandbox’ means a
concrete framework set up

(bj) 'AI regulatory
sandbox’ means a

concrete and controlled

by a national competent

framework set up by a
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Commission Proposal

EP Mandate

Council Mandate

authority which offers
providers or prospective

Draft Agreement

competent authority which

offers providers or

providers of Al systems

the possibility to develop,

prospective providers of
Al systems the possibility

train, validate and test,
where appropriate in real

to develop, train, validate
and test, where

world conditions, an
innovative Al system,
pursuant to a specific plan

appropriate in real world
conditions, an innovative
Al systeim, pursuant to a

or a limited time under
regulatory supervision.

sandbox plan for a limited
time under regulatory

supervision.

Presidency3

Article 3, first paragraph, point (44d)
(44d) ‘personal data’
means data as defined in
1750 point (1) of Article 4 of
Regulation (EU)
2016/679;
Article 3, first paragraph, point (44b new)
(44d) ‘non-personal data’
175p means data other than
personal data;
| Article 3, first paragraph, point (44b)
175q ] .
(44e) ‘widespread (44e) ‘widespread
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Commission Proposal

EP Mandate

infringement’ means any
act or omission _contrary
to Union law that protects

the interest of individuals:

Council Mandate Draft Agreement

Presidency3

infringement’ means any
act or omission _contrary
to Union law that protects
the interest of individuals:

Article 3

, first paragraph, point (44e)(a

new)

(a) which has harmed or
is likely to harm the
collective interests of

(a) which has harmed or
is likely to harm the
collective interests of

175r individuals residing in at individuals residing in at
least two Member States least two Member States
other than the Member other than the Member
State, in which: State, in which:
Article 3, first paragraph, point (44e)(a)(i new)

175s

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

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

Article 3

, first paragraph, point (44e)(a)(i new)

175t

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

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

| Article 3, first paragraph, point (44e)(a)(i new)
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175u

Commission Proposal

EP Mandate

(iii) the deployer is
established, when the
infringement is committed
by the deployer;

Council Mandate Draft Agreement

Presidency3

(iii) the deployer is
established, when the
infringement is committed
by the deployer;

Article 3, first paragraph, point (44e)(a

new)

(b) which protects the
interests of individuals,
that have caused, cause or
are likely to cause harm to
the collective interests of
individuals and that have
common features,

(b) which protects the
interests of individuals,
that have caused, cause or
are likely to cause harm to
the collective interests of
individuals and that have
common features,

175v including the same including the same
unlawful practice, the unlawful practice, the
same interest being same interest being
infringed and that are infringed and that are
occurring concurrently, occurring concurrently,
committed by the same committed by the same
operator, in_at least three operator, in at least three
Member States; Member States;
Article 3, first paragraph, point (44c)
(44f) ‘widespread (44f) ‘widespread
175w infringement with a Union infringement with a Union
dimension’ means a dimension’ means a
widespread infringement widespread infringement
that has harmed or is that has harmed or is
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Commission Proposal EP Mandate Council Mandate Draft Agreement Pres1dency3

likely to harm the likely to harm the
collective interests of collective interests of
individuals in at least two- individuals in at least two-
thirds of the Member thirds of the Member
States, accounting, States, accounting,
together, for at least two- together, for at least two-
thirds of the population of thirds of the population of
the Union; the Union;

Article 3, first paragraph, point (44g new)

(44g) ‘regulatory
sandbox’ means a
controlled environment
established by a public

authority that facilitates
the safe development,
testing and validation of
innovative Al systems for
a limited time before their
placement on the market
or putting into service
pursuant to a specific plan
under regulatory

supervision;

175x

Article 3, first paragraph, point (44h new)

175 (44h) ‘critical (44h) ‘critical
y infrastructure’ means an infrastructure’ means an
asset, a facility, asset, a facility,
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Commission Proposal

EP Mandate

equipment, a network or a
system, or a part of an
asset, a facility,
equipment, a network or a
system, which is necessary
for the provision of an

essential service within the
meaning of Article 2(4) of
Directive (EU) 2022/2557;

Council Mandate

Draft Agreement

equipment, a network or a
system, or a part of
thereof, which is
necessary for the
provision of an essential

service within the
meaning of Article 2(4) of
Directive (EU) 2022/2557;

Text Origin: EP
Mandate

Pres1dency3

Article 3,

first paragraph, point (44k new)

175z

(44k) ‘social scoring’
means evaluating or
classifying natural
persons based on their
social behaviour, socio-
economic status or known
or predicted personal or

personality

characteristics;

Article 3,

first paragraph, point (441 new)

175aa

(441) ‘social behaviour’
means the way a natural
person interacts with and
influences other natural
Dersons or society;
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Presidency3

Article 3, first paragraph, point (44m new)

175ab

(44m) ‘state of the art’
means the developed stage
of technical capability at a
given time as regards
products, processes and
services, based on the
relevant consolidated
findings of science,

technology and
experience;

Article 3, first paragraph, point (44n new)

(44n) ‘testing in real
world conditions’ means
the temporary testing of
an Al system for its

175ac intended purpose in real
world conditions outside
of a laboratory or
otherwise simulated
environment;
Article 4
Article 4 Article 4
176 Amendments to Annex I deleted Amendmentsto-Annexd
Implementing acts
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Commission Proposal
Article 4, first paragraph

EP Mandate

Council Mandate

Draft Agreement

Presidency3

177

The Commission is
empowered to adopt
delegated acts in
accordance with Article 73
to amend the list of
techniques and approaches
listed in Annex I, in order
to update that list to market
and technological
developments on the basis
of characteristics that are
similar to the techniques
and approaches listed
therein.

deleted

dlelegetedcetsin

; it Article 73
porrepee e e

1 In order to
ensure uniform conditions
for the implementation of

this Regulation as regards
machine learning
approaches and logic- and
knowledged based
approaches listed-in-Annex
Sl ey
list-toreferred to in Article
3(1), the Commission may
adopt implementing acts
to specify the technical
elements of those
approaches, taking into
account market and
technological
developments. Those
implementing acts shall be
adopted in accordance
with the examination
procedure referred to in
Article 74(2)-on-the-basis
epelep el e
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Presidency3

Title la |
Title Ia
177a GENERAL PURPOSE Al
SYSTEMS
| Article 4a new
Article 4a Article 4a
177b General principles General principles
applicable to all AI applicable to all AI
systems systems
| Article 4a, first paragraph new

1. All operators falling 1. All operators falling
under this Regulation under this Regulation
shall make their best shall make their best
efforts to develop and use efforts to develop and use
Al systems or foundation Al systems or foundation

177¢ models in accordance with models in accordance with
the following general the following general
principles establishing a principles establishing a
high-level framework that high-level framework that
promotes a coherent promotes a coherent
human-centric European human-centric European
approach to ethical and approach to ethical and
trustworthy Artificial trustworthy Artificial
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Commission Proposal EP Mandate Council Mandate Draft Agreement

Intelligence, which is fully
in line with the Charter as
well as the values on
which the Union is

founded:

Presidency3

Intelligence, which is fully
in line with the Charter as
well as the values on
which the Union is

founded:

Article 4

a, first paragraph, point (a new)

(a) ‘human agency and
oversight’ means that AI
systems shall be developed
and used as a tool that
serves people, respects

(a) ‘human agency and
oversight’ means that AI
systems shall be developed
and used as a tool that
serves people, respects

177d human dignity and human dignity and
personal autonomy, and personal autonomy, and
that is functioning in a that is functioning in a
way that can be way that can be
appropriately controlled appropriately controlled
and overseen by humans; and overseen by humans;
Article 4a, first paragraph, point (a new)
(b) ‘technical robustness (b) ‘technical robustness
and safety’ means that AI and safety’ means that AI
systems shall be developed systems shall be developed
177 and used in a way to and used in a way to
minimize unintended and minimize unintended and
unexpected harm as well unexpected harm as well
as being robust in case of as being robust in case of
unintended problems and unintended problems and
being resilient against being resilient against
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Commission Proposal EP Mandate Council Mandate Draft Agreement

attempts to alter the use or
performance of the AI
system so as to allow
unlawful use by malicious

third parties;

Presidency3

attempts to alter the use or
performance of the AI
system so as to allow
unlawful use by malicious

third parties;

Article 4

a, first paragraph, point (a new)

(c) ‘privacy and data
governance’ means that
Al systems shall be
developed and used in
compliance with existing

(c) ‘privacy and data
governance’ means that
Al systems shall be
developed and used in
compliance with existing

Vo privacy and data privacy and data
protection rules, while protection rules, while
processing data that meets processing data that meets
high standards in terms of high standards in terms of
quality and integrity; quality and integrity;

Article 4a, first paragraph, point (a new) |
(d) ‘transparency’ means (d) ‘transparency’ means
that Al systems shall be that Al systems shall be
developed and used in a developed and used in a
way that allows way that allows

177g appropriate traceability appropriate traceability
and explainability, while and explainability, while
making humans aware making humans aware
that they communicate or that they communicate or
interact with an Al system interact with an Al system
as well as duly informing as well as duly informing
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EP Mandate

Council Mandate

Commission Proposal

users of the capabilities
and limitations of that AI
system _and affected
persons about their rights;

Draft Agreement

Pres1dency3

users of the capabilities
and limitations of that AI
system and affected
persons about their rights;

Article 4

a, first paragraph, point (a new)

(e) ‘diversity, non-

discrimination and
fairness’ means that AI
systems shall be developed
and used in a way that
includes diverse actors
and promotes equal

includes diverse actors

and promotes equal

(e) ‘diversity, non-
discrimination and
fairness’ means that AI
systems shall be developed
and used in a way that

17 access, gender equality access, gender equality
and cultural diversity, and cultural diversity,
while avoiding while avoiding
discriminatory impacts discriminatory impacts
and unfair biases that are and unfair biases that are
prohibited by Union or prohibited by Union or
national law; national law;
Article 4a, first paragraph, point (a new)
() ‘social and () ‘social and
environmental well-being’ environmental well-being’
177 means that Al systems means that Al systems
shall be developed and shall be developed and
used in a sustainable and used in a sustainable and
environmentally friendly environmentally friendly
manner as well as in a manner as well as in a
15688/23 RB/ek 77
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EP Mandate

Council Mandate

Commission Proposal

way to benefit all human
beings, while monitoring
and assessing the long-
term impacts on the
individual, society and

democracy.

Draft Agreement

Presidency3

way to benefit all human
beings, while monitoring
and assessing the long-
term impacts on the
individual, society and

democracy.

Article 4

a, first paragraph new

2. Paragraph 1 is without
prejudice to obligations set

up by existing Union and
national law. For high-
risk Al systems, the
general principles are
translated into and
complied with by providers
or deployers by means of
the requirements set out in
Articles 8 to 15, and the

2. Paragraph 1 is without
prejudice to obligations set
up by existing Union and
national law. For high-
risk Al systems, the
general principles are
translated into and
complied with by providers
or deployers by means of
the requirements set out in
Articles 8 to 15, and the

1t relevant obligations laid relevant obligations laid

down in Chapter 3 of Title down in Chapter 3 of Title
111 of this Regulation. For 111 of this Regulation. For
foundation models, the foundation models, the
oeneral principles are oeneral principles are
translated into and translated into and
complied with by providers complied with by providers
by means of the by means of the
requirements set out in requirements set out in
Articles 28 to 28b. For all Articles 28 to 28b. For all
Al systems, the Al systems, the
application of the application of the
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Commission Proposal

EP Mandate

principles referred to in
paragraph 1 can be
achieved, as applicable,
through the provisions of
Article 28, Article 52, or
the application of
harmonised standards,
technical specifications,
and codes of conduct as
referred to in Article
69,without creating new
obligations under this

Regulation.

Council Mandate Draft Agreement

Presidency3

principles referred to in
paragraph 1 can be
achieved, as applicable,
through the provisions of
Article 28, Article 52, or
the application of
harmonised standards,
technical specifications,
and codes of conduct as
referred to in Article
69,without creating new
obligations under this

Regulation.

Article 4

a, first paragraph new

3. The Commission and
the Al Office shall
incorporate these guiding
principles in
standardisation requests
as well as
recommendations

3. The Commission and
the Al Office shall
incorporate these guiding
principles in
standardisation requests
as well as
recommendations

177k consisting in technical consisting in technical

suidance to assist suidance to assist
providers and deployers providers and deployers
on_how to develop and use on_how to develop and use
Al systems. European Al systems. European
Standardisation Standardisation
Organisations shall take Organisations shall take
the general principles the general principles
referred to in paragraph 1 referred to in paragraph 1
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Commission Proposal EP Mandate Council Mandate Draft Agreement Pres1dency3
of this Article into account of this Article into account
as outcome-based as outcome-based
objectives when objectives when
developing the appropriate developing the appropriate
harmonised standards for harmonised standards for
high risk Al systems as high risk Al systems as
referred to in Article referred to in Article
40(2b). 40(2b).
Article 4b
Article 4a
177 Compliance of general
q purpose Al systems with
this Regulation
Article 4b(1)
1. Without prejudice to
Articles 5, 52, 53 and 69
of this Regulation, general
177¢ purpose Al systems shall
only comply with the
requirements and
obligations set out in
Article 4b.
| Article 4b(2) |
I 175 2. Such requirements and
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Commission Proposal EP Mandate

Council Mandate

obligations shall apply
irrespective of whether the
general purpose Al system
is placed on the market or
put into service as a pre-
trained model and
whether further fine-
tuning of the model is to
be performed by the user
of the general purpose AI

system.

Draft Agreement

Pres1dency3

Article 4c

177t

Article 4b
Requirements for general
purpose Al systems and
obligations for providers

of such systems

Article 4¢(1)

177u

1. General purpose Al
systems which may be
used as high risk AI
systems or as components
of high risk Al systems in
the meaning of Article 6,
shall comply with the
requirements established
in Title 111, Chapter 2 of
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Commission Proposal

EP Mandate

Council Mandate

this Regulation as from
the date of application of
the implementing acis
adopted by the
accordance with the
examination procedure
referred to in Article 74(2)

no later than 18 months
after the entry into force
of this Regulation. Those
implementing acts shall
specify and adapt the
application of the
requirements established
in Title I1I, Chapter 2 to
general purpose Al
systems in the light of
their characteristics,
technical feasibility,
specificities of the AI
value chain and of market
and technological
developments. When
fulfilling those
requirements, the
oenerally acknowledged
state of the art shall be
taken into account.

Draft Agreement

Presidency3

| Article 4¢(2)
l 177v
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Commission Proposal

EP Mandate

Council Mandate

2. Providers of general
purpose Al systems
referred to in paragraph 1
shall comply, as from the
date of application of the
implementing acts
referred to in paragraph 1,

with the obligations set
out in Articles 16aa, 16e,
16f, 16g, 16i, 16j, 25, 48
and 61.

Draft Agreement Pres1dency3

Article 4

c(3)

177w

3. For the purpose of
complying with the
obligations set out in
Article 16e, providers
shall follow the
conformity assessment
procedure based on

internal control set out in
Annex VI, points 3 and 4.

Article 4

c(4)

177x

4. Providers of such
systems shall also keep the
technical documentation
referred to in Article 11 at
the disposal of the
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EP Mandate

Council Mandate

Commission Proposal

national competent
authorities for a period
ending ten years after the
general purpose Al sysiem
is placed on the Union
market or put into service
in the Union.

Draft Agreement

Presidency3

Article 4

c(5)

177y

5. Providers of general
purpose Al systems shall
cooperate with and
provide the necessary

information to other
providers intending to put
into service or place such
systems on the Union
market as high-risk Al
systems or as components
of high-risk Al systems,
with a view to enabling the
latter to comply with their
obligations under this
Regulation. Such
cooperation between
providers shall preserve,
as appropriate, intellectual
property rights, and
confidential business
information or trade
secrets in_accordance with
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Article 70. In order to
ensure uniform conditions
for the implementation of

this Regulation as regards
the information to be
shared by the providers of
general purpose Al
systems, the Commission
may adopt implementing
acts in_accordance with
the examination
procedure referred to in

Article 74(2).

Presidency3

Article 4

c(6)

177z

6. In complying with the
requirements and
obligations referred to in
paragraphs 1, 2 and 3:

- any reference to the
intended purpose shall be
understood as referring to
possible use of the general
purpose Al systems as
high risk Al systems or as
components of AI high
risk systems in the
meaning of Article 6;

- any reference to the
requirements for high-risk
Al systems in Chapter 11,
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Commission Proposal

EP Mandate

Council Mandate

Title 111 shall be
understood as referring
only to the requirements
set out in _the present
Article.

Draft Agreement

Pres1dency3

o

Article 4

177aa

Article 4¢
Exceptions to Article 4b

Same as above.

Article 4d(1)

177ab

1. Article 4b shall not
apply when the provider
has explicitly excluded all
high-risk uses in the
instructions of use or
information
accompanying the general
purpose Al system.

Article 4d(2)

177ac

2. Such exclusion shall be
made in good faith and
shall not be deemed
justified if the provider
has sufficient reasons to
consider that the system
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Commission Proposal EP Mandate Council Mandate Draft Agreement Pres1dency3
may be misused.
Article 4d(3) |
3. When the provider
detects or is informed
about market misuse they
shall take all necessary
and proportionate
177ad measures to prevent such
further misuse, in
particular taking into
account the scale of the
misuse and the
seriousness of the
associated risks.
TITLE I
TITLE I TITLE I TITLE I TITLE I
PROHIBITED PROHIBITED PROHIBITED PROHIBITED
ARTIFICIAL ARTIFICIAL ARTIFICIAL ARTIFICIAL
178 INTELLIGENCE INTELLIGENCE INTELLIGENCE INTELLIGENCE
PRACTICES PRACTICES PRACTICES PRACTICES
Text Origin:
Commission Proposal
| Article 5 |
179 . . . .
Article 5 Article 5 Article 5 Article 5 Article 5
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Text Origin:
Commission Proposal

Pres1dency3

Article 5(1)
1. The following artificial | 1. The following artificial | 1. The following artificial | 1. The following artificial
intelligence practices shall | intelligence practices shall | intelligence practices shall | intelligence practices shall
180 | be prohibited: be prohibited: be prohibited: be prohibited:
Text Origin:
Commission Proposal
Article 5(1), point (a)

(a) the placing on the
market, putting into service
or use of an Al system that
deploys subliminal
techniques beyond a
person’s consciousness in
order to materially distort a

(a) the placing on the
market, putting into service
or use of an Al system that
deploys subliminal
techniques beyond a
person’s consciousness ###

order-to-or purposefully

(a) the placing on the
market, putting into service
or use of an Al system that
deploys subliminal
techniques beyond a
person’s consciousness ##
erderto-with the objective

(a) the placing on the
market, putting into service
or use of an Al system that
deploys subliminal
techniques beyond a
person’s consciousness ##

order-to-or purposefully

181 person’s behaviour in a manipulative or deceptive | to or the effect of manipulative or deceptive
manner that causes or is techniques, with the materially distortdistorting | techniques, with the
likely to cause that person | ebjective to or the effect of | a person’s behaviour in a objective to or the effect of
or another person physical | materially distortdistorting | manner that causes or is materially distortdistorting
or psychological harm; a person’s or a group of reasonably likely to cause | a person’s or a group of
persons’ behaviour by that person or another persons’ behaviour by
appreciably impairing the | person physical or appreciably impairing the
person’s ability to make psychological harm; person’s ability to make
an_informed decision, an_informed decision,
15688/23 RB/ek 88
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EP Mandate

thereby causing the
person to take a decision
that that person would not
have otherwise taken in a
manner that causes or is
likely to cause that person

o#, another person physieat
or-psyehologicalor group

of persons significant
harm;

Commission Proposal

Council Mandate

Draft Agreement

thereby causing the
person to take a decision

that that person would not
have otherwise taken in a
manner that causes or is
likely to cause that person

o#, another person physieedt
or-psycholosicator group

of persons significant
harm;

Text Origin: EP
Mandate

Presidency3

Article 5(1), point (-a), second subparagraph

The prohibition of AI
system that deploys
subliminal techniques
referred to in the first sub-
paragraph shall not apply
to Al systems intended to
be used for approved
therapeutical purposes on
the basis of specific
informed consent of the
individuals that are
exposed to them or, where
applicable, of their legal

guardian;

181a

Text Origin: EP
Mandate

| Article 5(1), point (b)
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Commission Proposal

(b) the placing on the
market, putting into service
or use of an Al system that
exploits any of the
vulnerabilities of a specific
group of persons due to
their age, physical or
mental disability, in order
to materially distort the
behaviour of a person
pertaining to that group in
a manner that causes or is
likely to cause that person

EP Mandate

(b) the placing on the
market, putting into service
or use of an Al system that
exploits any of the
vulnerabilities of a person
or a specific group of
persons, including
characteristics of such
person’s or a such group’s
known or predicted
personality traits or social

Council Mandate

(b) the placing on the
market, putting into service
or use of an Al system that
exploits any of the
vulnerabilities of a specific
group of persons due to
their age, physicator
to-disability or a specific
social or economic
situation, with the

or economic situation-due
to-their age, physical or

objective to or the effect of
materially distortdistorting

Draft Agreement

(b) the placing on the
market, putting into service
or use of an Al system that
exploits any of the
vulnerabilities of a person
or _a specific group of
persons due to their age,
B e
lisabilityi .
disability or a specific
social or economic
situation, with the
objective to or the effect of

Presidency3

e or another person physical | mental disebilit—inorder | the behaviour of a person | materially déstortdistorting
or psychological harm; to-ability with the objective | pertaining to that group in | the behaviour of that
or to the effect of a manner that causes oris | person or a person
materially distortdistorting | reasonably likely to cause | pertaining to that group in
the behaviour of that that person or another a manner that causes or is
person or a person person physical or reasonably likely to cause
pertaining to that group in | psychological harm; that person or another
a manner that causes or is person physicador
likely to cause that person prereholostead
or another person physicat harm:significant harm
oF
psyeholosicalsignificant
harm;
Article 5(1), point (ba)
182a (ba) the placing on the (ba) the placing on the
market, putting into market, putting into
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Commission Proposal

EP Mandate

service or use of biometric
categorisation systems
that categorise natural
persons according to
sensitive or protected
attributes or
characteristics or based on

the inference of those
attributes or
characteristics. This
prohibition shall not apply
to Al systems intended to
be used for approved
therapeutical purposes on
the basis of specific
informed consent of the
individuals that are
exposed to them or, where
applicable, of their legal

guardian.

Council Mandate

Draft Agreement

Presidency3

service or use of
categorisation systems
that categorise natural
persons according to their
political opinions, trade
union membership,
religious or philosophical
beliefs or sexual life or
sexual orientation unless
those characteristics have
a_link with a specific
crime or threat. In this
case, any processing of
biometric data will be
performed in accordance
with Directive (EU)
2016/680. This prohibition
shall not apply to AI
systems intended to be
used for approved
therapeutical purposes on
the basis of specific
informed consent of the
individuals that are
exposed to them or, where
applicable, of their legal

guardian.

Article 5

(1), point (c)

183

(c) the placing on the

market, putting into service

(c) the placing on the
market, putting into service

(c) the placing on the
market, putting into service

(c) the placing on the
market, putting into service
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Commission Proposal

or use of Al systems by
public authorities or on
their behalf for the
evaluation or classification
of the trustworthiness of
natural persons over a
certain period of time
based on their social
behaviour or known or
predicted personal or
personality characteristics,
with the social score
leading to either or both of
the following:

EP Mandate
or use of Al systems 43

tietr-behatiHorefor the

social scoring evaluation
or classification of #e
RO P s et
personsnatural persons or

roups thereof over a
certain period of time
based on their social
behaviour or known,
inferred or predicted
personal or personality
characteristics, with the
social score leading to
either or both of the
following:

Council Mandate

or use of Al systems 53

their-behalf-for the
evaluation or classification
et omiiines: of
natural persons over a
certain period of time
based on their social
behaviour or known or
predicted personal or
personality characteristics,
with the social score
leading to either or both of
the following:

Draft Agreement
or use of Al systems b3

their-behalffor the

evaluation or classification
of netr st corthinessof
naturat-personsnatural

persons or groups thereof

over a certain period of
time based on their social
behaviour or known,
inferred or predicted
personal or personality
characteristics, with the
social score leading to
either or both of the
following:

Text Origin: EP
Mandate

Presidency3

Article 5

(1), point (c)(i)

(1) detrimental or
unfavourable treatment of
certain natural persons or
whole groups thereof in
social contexts which are

(1) detrimental or
unfavourable treatment of
certain natural persons or
whole groups thereof in

(1) detrimental or
unfavourable treatment of
certain natural persons or
whete-groups thereof in
social contexts which are

(1) detrimental or
unfavourable treatment of
certain natural persons or
whole groups thereof in
social contexts whichthat

184 social contexts whiekthat
unrelated to the contexts in | are unrelated to the unrelated to the contexts in | are unrelated to the
which the data was contexts in which the data | which the data was contexts in which the data
originally generated or was originally generated or | originally generated or was originally generated or
collected; collected; collected; collected;
Text Origin: EP
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Mandate

Presidency3

Article 5

(1), point (c)(ii)

(i1) detrimental or
unfavourable treatment of
certain natural persons or
whole groups thereof that

(i1) detrimental or
unfavourable treatment of
certain natural persons or
whole groups thereof that

(i1) detrimental or
unfavourable treatment of
certain natural persons or
whete-groups thereof that

(i1) detrimental or
unfavourable treatment of
certain natural persons or
whete-groups thereof that

1 is unjustified or is unjustified or is unjustified or is unjustified or
disproportionate to their disproportionate to their disproportionate to their disproportionate to their
social behaviour or its social behaviour or its social behaviour or its social behaviour or its
gravity; gravity; gravity; gravity;

Article 5(1), point (d)
(d) the use of ‘real-time’ (d) the use of ‘real-time’ (d) the use of ‘real-time’ (d) the use of ‘real-time’
remote biometric remote biometric remote biometric remote biometric
identification systems in identification systems in identification systems in identification systems in
publicly accessible spaces | publicly accessible spaces | publicly accessible spaces publicly accessible spaces
for the purpose of law for-the-purpose-of-faw by law enforcement for the purpose of law

186 enforcement, unless and in | enforcementwnlessandin | authorities or on their enforcement, unless and in
as far as such use is strictly | asfar-assuchuseis behalf for the purpose of as far as such use is strictly
necessary for one of the stricti-necessary-for-one law enforcement, unless necessary for one of the
following objectives: ofthefottoring and in as far as such use is following objectives:

abfestipesy strictly necessary for one
of the following objectives:
Article 5(1), point (d)(i)

187 . . .

(i) the targeted search for (i) the targeted search for (i) the targeted search for
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Pres1dency3

specific potential victims deleted specific potential victims specific potential victims
of crime, including missing of crime—inetudingmissing of erimer—inelnding
children; ehildren; missincabduction,
trafficking in human
beings and sexual
exploitation of women and
children;
Article 5(1), point (d)(ii)
(ii) the prevention of a (i1) the prevention of a (ii) the prevention of a
specific, substantial and deleted specific;isubstantict-and specific, substantial and
imminent threat to the life tmminent and substantial imminent threat to the life
or physical safety of threat to the critical or physical safety of
138 natural persons or of a infrastructure, life, natural persons or g
terrorist attack; healthlife or physical specific and imminent
safety of natural persons or threat of a terrorist attack
ofathe prevention of or of an attack likely to
terrorist attackattacks; cause serious disruption
of critical infrastructure;
Article 5(1), point (d)(iii)
(iii) the detection, (iii) the detection; (iii) the detection;
localisation, identification deleted localisation—+dentification localisation—+identification
or prosecution of a e e e e e e
189 | perpetrator or suspect of a PR SOOI S et PEEPELFHOF- 0SS Pect-0f
criminal offence referred to or identification of a or identification of a
in Article 2(2) of Council natural person for the natural person for the
Framework Decision purposes of conducting a purposes of conducting a
2002/584/JHA! and criminal criminal offencereferred-to
15688/23 RB/ek 94
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EP Mandate

Council Mandate

Commission Proposal

punishable in the Member
State concerned by a
custodial sentence or a
detention order for a
maximum period of at least
three years, as determined
by the law of that Member
State.

1. 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).

offenceinvestigation,
prosecution or executing a

criminal penalty for
offences, referred to in
Article 2(2) of Council
Framework Decision
2002/584/JHA! and
punishable in the Member
State concerned by a
custodial sentence or a
detention order for a
maximum period of at least
three years, or other
specific offences
punishable in the Member

State concerned by a
custodial sentence or a
detention order for a
maximum period of at
least five years, as
determined by the law of
that Member State.

1. [1] 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.

).

Draft Agreement

e e 0 Bl .
Framerrork—decision
2002/584/JHA  investigatio
n, prosecution or
executing a criminal
penalty for offences,
referred to in annex XXX
and punishable in the
Member State concerned
by a custodial sentence or a
detention order for a
maximum period of at least

threefour years,

Annex XXX (proposal of
reduction of crimes from

the JHA list).

- 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
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Commission Proposal EP Mandate Council Mandate Draft Agreement
injury,

- illicit trade in human
organs and tissue,

- illicit trafficking in
nuclear or radioactive
materials,

- kidnapping, illegal
restraint and hostage-
taking,

- crimes within the
jurisdiction of the
International Criminal
Court,

- unlawful seizure of

aircraft/ships

- rape

- participation in a
criminal organisation
involved in one or more
crimes listed above -as

| Article 5(1), point (d)(iiia)

189
I a (da) the placing on the (iiia) the use of an AI
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EP Mandate

Council Mandate

Commission Proposal

market, putting into
service or use of an Al
system for making risk
assessments of natural
persons or groups thereof

in order to assess the risk
of a natural person for
offending or reoffending
or for predicting the
occurrence or
reoccurrence of an actual
or potential criminal or
administrative offence
based on profiling of a
natural person or on
assessing personality traits
and characteristics,
including the person’s
location, or past criminal
behaviour of natural
persons or groups of

natural persons;

Draft Agreement

Presidency3

system to predict a
behaviour of a natural
person that constitutes a

criminal offence, based
solely on the output of that
system, infringing
fundamental or civil

rights.

In most cases predictive
policing would remain high-
risk, but in this narrow use
case it could be considered as
a prohibition.

Article 5

(1), point (d)(iiib)

(db) The placing on the
market, putting into
service or use of AI

(db) The placing on the
market, putting into
service or use of AI

189b
systems that create or systems that create or
expand facial recognition expand facial recognition
databases through the databases through the
untargeted scraping of untargeted scraping of
15688/23 RB/ek 97
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EP Mandate

Council Mandate

Commission Proposal

facial images from the

internet or CCTV footage;

Draft Agreement

Presidency3

facial images from the
internet or CCTV footage;

Article 5(1), point (d)(iiic) |
(dc) the placing on the (iiic) the placing on the
market, putting into market, putting into
service or use of AI service or use of AI
systems to infer emotions systems to infer emotions
of a natural person in the of a natural person in the

189¢ areas of law enforcement, areas of workplace and
border management, in education institutions,
workplace and education except in cases where the
institutions. use of the Al system is
intended to be put in place
or into the market for
medical or safety reasons.
Article 5(1), point (dd new) |

(dd) the putting into
service or use of AI
systems for the analysis of
recorded footage of
publicly accessible spaces

189d
through ‘post’ remote
biometric identification
systems, unless they are
subject to a pre-judicial
authorisation in
accordance with Union
15688/23 RB/ek 98
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Commission Proposal

EP Mandate

law and strictly necessary
for the targeted search

connected to a specific
serious criminal offense
as defined in Article 83(1)
of TFEU that already took
place for the purpose of

law enforcement.

Council Mandate

Draft Agreement

Presidency3

Article 5(1a new)

la. This Article shall not

affect the prohibitions that

apply where an artificial

intelligence practice

189¢ infringes another Union

law, including Union law

on data protection, non

discrimination, consumer

protection or competition;

Article 5(2), first subparagraph
2. The use of ‘real-time’ 2. The use of ‘real-time’ 2. The use of ‘real-time’
remote biometric deleted remote biometric remote biometric
identification systems in identification systems in identification systems in
190 | publicly accessible spaces publicly accessible spaces publicly accessible spaces
for the purpose of law for the purpose of law for the purpose of law
enforcement for any of the enforcement for any of the enforcement for any of the
objectives referred to in objectives referred to in objectives referred to in
paragraph 1 point d) shall paragraph 1 point d) shall paragraph 1 point d) shall
15688/23 RB/ek 99
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Commission Proposal

take into account the
following elements:

EP Mandate

Council Mandate

take into account the
following elements:

Draft Agreement

Pres1dency3

only be deployed to
confirm the specifically
targeted individual’s
identity and it shall take
into account the following
elements:

Article 5

(2), first subparagraph, point (a)

(a) the nature of the

(a) the nature of the

(a) the nature of the
situation giving rise to the
p0s51ble use, in particular
the seriousness, probability

situation giving rise to the deleted situation giving rise to the
possible use, in particular possible use, in particular
191 | the seriousness, probability the seriousness, probability
and scale of the harm and scale of the harm and scale of the harm
caused in the absence of caused in the absence of caused in the absence of
the use of the system,; the use of the system,; the use of the system;
Article 5(2), first subparagraph, point (b)
(b) the consequences of (b) the consequences of (b) the consequences of
the use of the system for deleted the use of the system for the use of the system for
the rights and freedoms of the rights and freedoms of the rights and freedoms of
192 | all persons concerned, in all persons concerned, in all persons concerned, in
particular the seriousness, particular the seriousness, particular the seriousness,
probability and scale of probability and scale of probability and scale of
those consequences. those consequences. those consequences.
| Article 5(2), second subparagraph |
I = In addition, the use of In addition, the use of In addition, the use of I
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Commission Proposal

‘real-time’ remote
biometric identification
systems in publicly
accessible spaces for the
purpose of law
enforcement for any of the
objectives referred to in
paragraph 1 point d) shall
comply with necessary and
proportionate safeguards
and conditions in relation
to the use, in particular as
regards the temporal,
geographic and personal
limitations.

EP Mandate
deleted

Council Mandate

‘real-time’ remote
biometric identification
systems in publicly
accessible spaces for the
purpose of law
enforcement for any of the
objectives referred to in
paragraph 1 point d) shall
comply with necessary and
proportionate safeguards
and conditions in relation
to the use, in particular as
regards the temporal,
geographic and personal
limitations.

Draft Agreement

Presidency3

‘real-time’ remote
biometric identification
systems in publicly
accessible spaces for the
purpose of law
enforcement for any of the
objectives referred to in
paragraph 1 point d) shall
comply with necessary and
proportionate safeguards
and conditions in relation
to the use, in particular as
regards the temporal,
geographic and personal
limitations._The
application must be
limited to what is strictly
necessary concerning the
period of time as well as
seographic and personal

scope.

The use of the remote
biometric identification
system in publicly
accessible spaces shall
only be authorised if the
law enforcement authority
has completed a
fundamental rights impact
assessment as provided for
in Article 29a and has
registered the system in
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Presidency3

the non-public part of the
database according to
Article 51. However, in a
duly justified situation of
urgency, the use of the
system may be commenced
without a fundamental
rights impact assessment
and the registration,
provided they are
completed without undue

delay

Article 5(3), first subparagraph

3. Asregards paragraphs 3. Asregards paragraphs 3. Asregards paragraphs
1, point (d) and 2, each deleted 1, point (d) and 2, each 1, point (d) and 2, each
individual use for the individureai-use for the tndividueai-use for the
purpose of law purpose of law purpose of law
enforcement of a ‘real- enforcement of a ‘real- enforcement of a ‘real-
time’ remote biometric time’ remote biometric time’ remote biometric
identification system in identification system in identification system in

194 publicly accessible spaces publicly accessible spaces publicly accessible spaces
shall be subject to a prior shall be subject to a prior shall be subject to a prior
authorisation granted by a authorisation granted by a authorisation granted by a
judicial authority or by an judicial authority or by an judicial authority or by an
independent administrative independent administrative independent administrative
authority of the Member authority of the Member authority of the Member
State in which the use is to State in which the use is to State in which the use is to
take place, issued upon a take place, issued upon a take place, issued upon a
reasoned request and in reasoned request and in reasoned request and in
accordance with the accordance with the accordance with the
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Commission Proposal

detailed rules of national
law referred to in
paragraph 4. However, in a
duly justified situation of
urgency, the use of the
system may be commenced
without an authorisation
and the authorisation may
be requested only during or
after the use.

EP Mandate

Council Mandate

detailed rules of national
law referred to in
paragraph 4. However, in a
duly justified situation of
urgency, the use of the
system may be commenced
without an authorisation
and-theprovided that, such
authorisation mayshall be
requested eniywithout
undue delay during o#
aftertheuseuse of the Al
system, and if such
authorisation is rejected,
its use shall be stopped
with immediate effect.

Draft Agreement

Presidency3

detailed rules of national
law referred to in
paragraph 4. However, in a
duly justified situation of
urgency, the use of the
system may be commenced
without an authorisation
and-the-provided that such
authorisation shall be
requested without undue
delay, at the latest within
48 hours. If such
authorisation #ay-be
pegpretedbosbe b es oy
after-the-wuseis rejected, its
use shall be stopped with
immediate effect and all
the results and outputs of
this use shall be
immediately discarded and
deleted.

Article 5

(3), second subparagraph

The competent judicial or
administrative authority
shall only grant the

deleted

The competent judicial or
administrative authority
shall only grant the

The competent judicial or
administrative authority
shall only grant the

195 authorisation where it is authorisation where it is authorisation where it is
satisfied, based on satisfied, based on satisfied, based on
objective evidence or clear objective evidence or clear objective evidence or clear
indications presented to it, indications presented to it, indications presented to it,
that the use of the ‘real- that the use of the ‘real- that the use of the ‘real-
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ANNEX | TREE.2.B LIMITE EN



EP Mandate

Council Mandate

Commission Proposal

time’ remote biometric
identification system at
issue is necessary for and
proportionate to achieving
one of the objectives
specified in paragraph 1,
point (d), as identified in
the request. In deciding on
the request, the competent
judicial or administrative
authority shall take into
account the elements
referred to in paragraph 2.

time’ remote biometric
identification system at
issue is necessary for and
proportionate to achieving
one of the objectives
specified in paragraph 1,
point (d), as identified in
the request. In deciding on
the request, the competent
judicial or administrative
authority shall take into
account the elements
referred to in paragraph 2.

Draft Agreement

Presidency3

time’ remote biometric
identification system at
issue is strictly necessary
for and proportionate to
achieving one of the
objectives specified in
paragraph 1, point (d), as
identified in the request. In
deciding on the request, the
competent judicial or
independent administrative
authority shall take into
account the elements
referred to in paragraph 2.

3a. Without prejudice to
paragraph 3, Member
States shall set-up a
national reporting system
with comprehensive
information about the use
of ‘real-time’ remote
biometric identification
systems in publicly
accessible spaces for law
enforcement purpose, in
accordance with the
national rules referred to
in paragraph 4. The
reports shall as a
minimum contain the
information specified
under paragraph 5 and
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Presidency3

shall not include sensitive
operational data.

Article 5

(4)

4. A Member State may
decide to provide for the
possibility to fully or
partially authorise the use
of ‘real-time’ remote
biometric identification
systems in publicly
accessible spaces for the
purpose of law
enforcement within the
limits and under the
conditions listed in
paragraphs 1, point (d), 2

deleted

4. A Member State may
decide to provide for the
possibility to fully or
partially authorise the use
of ‘real-time’ remote
biometric identification
systems in publicly
accessible spaces for the
purpose of law
enforcement within the
limits and under the
conditions listed in
paragraphs 1, point (d), 2

4. A Member State may
decide to provide for the
possibility to fully or
partially authorise the use
of ‘real-time’ remote
biometric identification
systems in publicly
accessible spaces for the
purpose of law
enforcement within the
limits and under the
conditions listed in
paragraphs 1, point (d), 2

196 and 3. That Member State and 3. That Member State and 3. Fhat+-Member
shall lay down in its shall lay down in its StateStates shall lay down
national law the necessary national law the necessary in its national law the
detailed rules for the detailed rules for the necessary detailed rules for
request, issuance and request, issuance and the request, issuance and
exercise of, as well as exercise of, as well as exercise of, as well as
supervision relating to, the supervision and reporting supervision and reporting
authorisations referred to relating to, the relating to, the
in paragraph 3. Those rules authorisations referred to authorisations referred to
shall also specify in respect in paragraph 3. Those rules in paragraph 3. Those rules
of which of the objectives shall also specify in respect shall also specify in respect
listed in paragraph 1, point of which of the objectives of which of the objectives
(d), including which of the listed in paragraph 1, point listed in paragraph 1, point
criminal offences referred (d), including which of the (d), including which of the
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EP Mandate

Council Mandate

Commission Proposal

to in point (iii) thereof, the
competent authorities may
be authorised to use those
systems for the purpose of
law enforcement.

criminal offences referred

to in point (iii) thereof, the
competent authorities may
be authorised to use those

systems for the purpose of
law enforcement.

Draft Agreement

Presidency3

criminal offences referred
to in point (iii) thereof, the
competent authorities may
be authorised to use those
systems for the purpose of
law enforcement. Member
States shall notify those
rules to the Commission at
the latest 30 days
following the adoption of
such legislation.

5. Pursuant to paragraph
4, Member States shall
submit to the Commission
an_annual report on the
use of remote biometric
identification systems in
publicly accessible spaces
for law enforcement
purposes pursuant to
paragraph 4. These
reports shall include
information on the
number of judicial
decisions issued.

6. The limits and
conditions laid down in
this Article only
constitute minimum
requirements and shall
not preclude Member
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Pres1dency3

States or the Union from

maintaining or
introducing laws,

regulations or
administrative provisions,
which are more restrictive
concerning those limits
and conditions.

7. The Commission shall
send an annual report on
the use of these systems to
the national data
protection_agencies of

each Member State.
TITLE Il
TITLE III TITLE III TITLE III TITLE III
HIGH-RISK Al HIGH-RISK Al HIGH-RISK Al HIGH-RISK Al
197 SYSTEMS SYSTEMS SYSTEMS SYSTEMS
Text Origin:
Commission Proposal
Chapter 1
Chapter 1 Chapter 1 Chapter 1
198 CLASSIFICATION OF AI | CLASSIFICATION OF AI | CLASSIFICATION OF Al
SYSTEMS AS HIGH- SYSTEMS AS HIGH- SYSTEMS AS HIGH-
RISK RISK RISK
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Commission Proposal EP Mandate Council Mandate Draft Agreement Presidency3
Article 6
Article 6 Article 6 Article 6 Article 6
Classification rules for Classification rules for Classification rules for Classification rules for
199 high-risk Al systems high-risk Al systems high-risk Al systems high-risk Al systems

Text Origin:
Commission Proposal

Article 6(1)

200

1. Irrespective of whether
an Al system is placed on
the market or put into
service independently from
the products referred to in
points (a) and (b), that Al
system shall be considered
high-risk where both of the
following conditions are
fulfilled:

1. Irrespective of whether
an Al system is placed on
the market or put into
service independently from
the products referred to in
points (a) and (b), that Al
system shall be considered
high-risk where both of the
following conditions are
fulfilled:

1. ermepoatipe o lo o
An Al system that is itself
a product covered by the
Union harmonisation
legislation listed in Annex
II shall be considered as
high risk if it is required
to undergo a third-party
conformity assessment
with a view to the placing
on the market or putting
into service of that
product pursuant to the
above mentioned

legislation.is-ptaced-onthe
‘ . .

1. Irrespective of whether
an Al system is placed on
the market or put into
service independently from
the products referred to in
points (a) and (b), that Al
system shall be considered
high-risk where both of the
following conditions are
fulfilled:

Text Origin:
Commission Proposal
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Pres1dency3

Article 6

(1), point (a)

(a) the Al system is

(a) the Al system is

(a) the Al system is

intended to be used as a intended to be used as a deleted intended to be used as a
safety component of a safety component of a safety component of a
product, or is itself a product, or the AI system product, or the Al system
product, covered by the is itself a product, covered is itself a product, covered

201 | Union harmonisation by the Union by the Union
legislation listed in Annex | harmonisation harmonisation legislation
1I; legislationlaw listed in listed in Annex II;

Annex II;
Text Origin: EP
Mandate
Article 6(1), point (b)

(b) the product whose (b) the product whose (b) the product whose
safety component is the Al | safety component deleted safety component
system, or the Al system pursuant to point (a) is the pursuant to point (a) is the
itself as a product, is Al system, or the Al Al system, or the Al
required to undergo a system itself as a product, system itself as a product,
third-party conformity is required to undergo a is required to undergo a

202 | assessment with a view to | third-party conformity third-party conformity
the placing on the market assessment related to risks assessment, with a view to
or putting into service of for health and safety, with the placing on the market
that product pursuant to the | a view to the placing on or putting into service of
Union harmonisation the market or putting into that product pursuant to the
legislation listed in Annex | service of that product Union harmonisation
IL pursuant to the Union legislation listed in Annex

harmonisation 1I;
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Commission Proposal

EP Mandate
lesislationlaw listed in

Annex II:z;

Council Mandate

Draft Agreement

Text Origin: EP
Mandate

Presidency3

Article 6

(2)

2. In addition to the high-
risk Al systems referred to
in paragraph 1, Al systems
referred to in Annex III
shall also be considered
high-risk.

21a. In addition to the
high-risk Al systems
referred to in paragraph 1,
Al systems falling under

> Inadditi Lo B
riskAHestensAn AL

system intended to be used
as a safety component of a

one or more of the critical | product covered by the
areas and use cases legislation referred to in
referred to in Annex III paragraph 1Afsystens
shall etsobe considered referred-to-in-Annex—tH

high-risk if they pose a

shall be considered as

significant risk of harm to

high risk if it is required

the health, safety or
fundamental rights of

to undergo a third-party
conformity assessment

2. In addition to the high-
risk Al systems referred to
in paragraph 1, Al systems
referred to in Annex III
shall also be considered
high-risk.

203 natural persons. Where an | with a view to the placing
Al system falls under on the market or putting
Annex III point 2, it shall | into service of that
be considered to be high- product pursuant to above
risk if it poses a mentioned legislation.
significant risk of harm to | This provision shall alse
the environmenthish-—risk. | be-considered-hich-
riskapply irrespective of
whether the Al system is
placed on the market or
put into service
independently from the
product.
| Article 6(2), second subparagraph |
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Commission Proposal

EP Mandate

The Commission shall, six
months prior to the entry
into force of this
Regulation, after
consulting the AI Office
and relevant stakeholders,
provide guidelines clearly

specifying the

Council Mandate

Draft Agreement

Presidency3

203a circumstances where the

output of Al systems

referred to in Annex II1

would pose a significant

risk of harm to the health,

safety or fundamental

rights of natural persons

or cases in which it would

not.

Article 6(2a)
2a. Al systems referred to | 2a. By derogation from
in Annex I1I shall be paragraph 2 Al systems
considered high-risk shall not be considered as
unless the output of the high risk if they do not
203b system is purely accessory | pose a significant risk of
in respect of the relevant harm, to the health, safety
action or decision to be or fundamental rights of
taken and is not therefore | natural persons, including
likely to lead to a by not materially
significant risk to the influencing the outcome
health, safety or of decision making. This
15688/23 RB/ek 111
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Commission Proposal

EP Mandate

Council Mandate

fundamental rights.

In order to ensure

Draft Agreement

shall be the case if one or
more of the following

uniform conditions for the

criteria are fulfilled:

implementation of this
Regulation, the
Commission shall, no
later than one year after
the entry into force of this
Regulation, adopt
implementing acts to
specify the circumstances
where the output of AI
systems referred to in
Annex III would be purely
accessory in respect of the
relevant action or decision
to be taken. Those
implementing acts shall be
adopted in accordance
with the examination
procedure referred to in
Article 74, paragraph 2.

Presidency3

Article 6

(2a), first subparagraph, point (a)

(a) the Al system is

203¢ intended to perform a
narrow procedural task;
| Article 6(2a), first subparagraph, point (b) |
l 203d
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

(b) the Al system is
intended to improve the

result of a previously

completed human activity;

Pres1dency3

Article 6

(2a), first subparagraph, point (c)

203e

(c) the Al system is
intended to detect

decision-making patterns
or deviations from prior
decision-making patterns
and is not meant to
replace or influence the
previously completed

human assessment,
without proper human
review; or

Article 6

(2a), first subparagraph, point (d)

(d) the Al system is
intended to perform a

preparatory task to an

2035 assessment relevant for
the purpose of the use
cases listed in Annex II1.
| Article 6(2a), second subparagraph
l 203g
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Commission Proposal EP Mandate Council Mandate Draft Agreement Presidency3

Notwithstanding first
subparagraph of this
paragraph, an Al system
shall always be considered
high-risk if the Al system
performs profiling of
natural persons.

Article 6(2a new)

2a. Where providers
falling under one or more
of the critical areas and
use cases referred to in
Annex I1I consider that
their Al system does not
pose a significant risk as
described in paragraph 2,
they shall submit a
reasoned notification to
203h the national supervisory
authority that they are not
subject to the
requirements of Title 111
Chapter 2 of this
Regulation. Where the AI
system is intended to be
used in two or more
Member States, that
notification shall be
addressed to the AI Office.
Without prejudice to
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Commission Proposal EP Mandate Council Mandate Draft Agreement Pres1dency3

Article 65, the national

supervisory authority shall
review and reply to the
notification, directly or via
the Al Office, within three
months if they deem the
Al system to be
misclassified.

2b. Providers that
misclassify their Al system
as not subject to the
requirements of Title 111

Article 6(2b new)

Chapter 2 of this

203i Regulation and place it on
the market before the
deadline for objection by
national supervisory
authorities shall be subject
to fines pursuant to
Article 71.

Article 6(2c new)

2c. National supervisory
g authorities shall submit a
203;
vearly report to the AI
Office detailing the
number of notifications
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Commission Proposal

EP Mandate

received, the related high-
risk areas at stake and the
decisions taken
concerning received

notifications

Council Mandate

Draft Agreement

Pres1dency3

Article 6

(2b)

203k

2b. A provider who
considers that an AI

system referred to in
Annex Il is not high-risk
shall 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 in
Article 51(2). Upon
request of national
competent authorities, the
provider shall provide the

documentation of the
assessment.

Article 6

(2¢c)

2031

2¢. The Commission
shall, no later than [...]
before the date of
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

application of this
Regulation and after
consulting the AI
|Board/Officel, provide
guidelines specifying the
practical implementation
of this article completed
by a comprehensive list of
practical examples of high
risk and non-high risk use
cases on Al systems
pursuant to Article 82b.

Pres1dency3

Article 6

(2d), first subparagraph

2d. The Commission is
empowered to adopt
delegated acts in
accordance with Article 73

Al to amend the criteria laid
down in points a) to d) of
the first subparagraph of
paragraph 2a.
Article 6(2d), second subparagraph
The Commission may
203n adol.)t delegate-d ac‘ts
adding new criteria to
those laid down in points
a) to d) of the first
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

subparagraph of
paragraph 2a, or
modifying them, only
where there is concrete
and reliable evidence of
the existence of AL
systems that fall under the
scope of Annex I1I but
that do not pose a
significant risk of harm to
the health, safety and
fundamental rights.

Presidency3

Article 6

(2d), third subparagraph

The Commission shall
adopt delegated acts
deleting any of the criteria
laid down in the first
subparagraph of
paragraph 2a where there

2030 is concrete and reliable
evidence that this is
necessary for the purpose
of maintaining the level of
protection of health, safety
and fundamental rights in
the Union.
| Article 6(2d), fourth subparagraph |
l 203p
15688/23 RB/ek 118
ANNEX | TREE.2.B LIMITE EN



Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Any amendment to the
criteria laid down in
points a) to d) set out in
the first subparagraph of
paragraph 2a shall not
decrease the overall level
of protection of health,
safety and fundamental
rights in the Union.

Presidency3

Article 6

(2d), fifth subparagraph

When adopting the
delegated acts, the
Commission shall ensure
consistency with the

203q delegated as adopted
pursuant to Article 7(1)
and shall take account of
market and technological
developments.
Article 7
Article 7 Article 7 Article 7 Article 7
i Amendments to Annex I[II | Amendments to Annex III | Amendments to Annex III | Amendments to Annex II1
Text Origin:
Commission Proposal
| Article 7(1)
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Commission Proposal

1. The Commission is
empowered to adopt
delegated acts in
accordance with Article 73
to update the list in Annex
III by adding high-risk Al
systems where both of the
following conditions are
fulfilled:

EP Mandate

1. The Commission is
empowered to adopt
delegated acts in
accordance with Article 73
to update-the-tistinamend
Annex III by adding_or
modifying areas or use-
cases of high-risk Al

systems where both-ofthe
Lo Ligi

furfitled-these pose a
significant risk of harm to

health and safety, or an
adverse impact on
fundamental rights, to the
environment, or to
democracy and the rule of
law, and that risk is, in
respect of its severity and
probability of occurrence,
equivalent to or greater
than the risk of harm or of
adverse impact posed by
the high-risk Al systems
already referred to in
Annex I11.

Council Mandate

1. The Commission is
empowered to adopt
delegated acts in
accordance with Article 73
to wpdateamend the list in
Annex III by adding high-
risk Al systems where both
of the following conditions
are fulfilled:

Draft Agreement

1. The Commission is
empowered to adopt
delegated acts in
accordance with Article 73
to updatethetistinamend
Annex III by adding_or
modifying use-cases of
high-risk Al systems where
both of the following
conditions are fulfilled:

Text Origin: EP
Mandate

Presidency3

Article 7

(1), point (a)

206

(a) the Al systems are
intended to be used in any

deleted

(a) the Al systems are
intended to be used in any

(a) the Al systems are
intended to be used in any
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Commission Proposal

of the areas listed in points
1 to 8 of Annex III;

EP Mandate

Council Mandate

of the areas listed in points
1 to 8 of Annex III;

Draft Agreement

of the areas listed in points
1 to 8 of Annex III;

Text Origin:
Commission Proposal

Pres1dency3

Article 7

(1), point (b)

(b) the Al systems pose a
risk of harm to the health
and safety, or a risk of
adverse impact on
fundamental rights, that is,
in respect of its severity
and probability of
occurrence, equivalent to

deleted

(b) the Al systems pose a
risk of harm to the health
and safety, or a risk of
adverse impact on
fundamental rights, that is,
in respect of its severity
and probability of
occurrence, equivalent to

(b) the Al systems pose a

risk of harm to #e-health

and safety, or e+iskofan

adverse impact on

fundamental rights, theatis;
l 7 g ;.;. v 2

eeernrrence(to the

207 | or greater than the risk of or greater than the risk of | environment, or to
harm or of adverse impact harm or of adverse impact | democracy and the rule of
posed by the high-risk Al posed by the high-risk Al | law,] and that risk is
systems already referred to systems already referred to | equivalent to or greater
in Annex IIL in Annex IIL than the risk of harm or of
adverse impact posed by
the high-risk Al systems
already referred to in
Annex III.
Article 7(1a)
la. The Commission is
207a also empowered to adopt
delegated acts in
accordance with Article 73
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Commission Proposal

EP Mandate

to remove use-cases of
high-risk Al systems from
the list in Annex I11 if the
conditions referred to in
paragraph 1 no longer

apply;

Council Mandate

Draft Agreement

Presidency3

Article 7

(2)

2. When assessing for the

2. When assessing forthe

2. When assessing for the

2. When assessing for the

purposes of paragraph 1 B e purposes of paragraph 1 purposes of paragraph 1
whether an Al system whether-an Al system whether an Al system whether an Al system
poses a risk of harm to the | peses-ariskof-harmtothe | poses arisk of harm to the | poses a risk of harm to the
health and safety or arisk | kealth-andsafety-ora+isk | health and safety or arisk | health and safety or a risk
of adverse impact on B e e of adverse impact on of adverse impact on
fundamental rights that is | findamentalrichtsthatis | fundamental rights that is fundamental rights that is
equivalent to or greater equivalentto-or-greater equivalent to or greater equivalent to or greater

208 | than the risk of harm posed | #hantherislofharmposed | than the risk of harm posed | than the risk of harm posed
by the high-risk Al by-the-hish-rislkAfsystems | by the high-risk Al by the high-risk Al
systems already referred to | etreadyreferred-to-in systems already referred to | systems already referred to
in Annex III, the Annextt-for the purposes | in Annex III, the in Annex III, the
Commission shall take into | of paragraph 1 and 1a the | Commission shall take into | Commission shall take into
account the following Commission shall take into | account the following account the following
criteria: account the following criteria: criteria:

criteria:
Text Origin:
Commission Proposal
Article 7(2), point (a)

209 | (a) the intended purpose of | (a) the intended purpose of | (a) the intended purpose of

the Al system; the Al system; the Al system;
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Presidency3

Article 7(2), point (aa new)
(aa) the general (aa)
capabilities and . )
209a functionalities of the Al Tes¢ Elgih: AHF
0 9 Mandate
system independent of its
intended purpose;
Article 7(2), point (b)
(b) the extent to which an | (b) the extent to which an | (b) the extent to which an
210 | Al system has been used or | Al system has been used or | Al system has been used or
is likely to be used; is likely to be used; is likely to be used;
Article 7(2), point (ba)
(ba) the nature and
210a amount of the data It has a link with FM/GPAI
processed and used by the conversation, kept for later.
Al system;
Article 7(2), point (bb new)
(bb) the extent to which (bb) the extent to which
210b the Al system acts the Al system acts
autonomously; autonomously and the
possibility for a human to
override a decision or
15688/23 RB/ek 123
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

recommendations that
may lead to potential
harm;

Text Origin:
Presidency?

Presidency3

Article 7

(2), point (c)

(c) the extent to which the
use of an Al system has
already caused harm to the
health and safety or
adverse impact on the
fundamental rights or has
given rise to significant
concerns in relation to the
materialisation of such
harm or adverse impact, as
demonstrated by reports or

(c) the extent to which the
use of an Al system has
already caused harm to tke
health and safety, has had
an-o# adverse impact on
the-fundamental rights, the
environment, democracy
and the rule of law or has
given rise to significant
concerns in relation to the
materialisationlikelihood

(c) the extent to which the
use of an Al system has
already caused harm to the
health and safety or
adverse impact on the
fundamental rights or has
given rise to significant
concerns in relation to the
materialisation of such
harm or adverse impact, as
demonstrated by reports or

(c) the extent to which the
use of an Al system has
already caused harm to tke
health and safety, has had
an-o# adverse impact on
the-fundamental rights or
has given rise to significant
concerns in relation to the
materiadisationlikelihood
of such harm or adverse
impact, as demonstrated

211 documented allegations of such harm or adverse documented allegations for example by reports or
submitted to national impact, as demonstrated submitted to national documented allegations
competent authorities; for example by reports or | competent authorities; submitted to national
documented allegations competertSupervisory
submitted to national authorities; or by other
EOMpeteHtSUpervisory reports, as appropriate.
authorities, fo the -
Commission, to the AI ;izzi?ﬁg;?
Office, to the EDPS, or to
the European Union
Agency for Fundamental
Rights;
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Article 7

Commission Proposal
(2), point (d)

EP Mandate

Council Mandate

Draft Agreement

Presidency3

(d) the potential extent of
such harm or such adverse
impact, in particular in
terms of its intensity and
its ability to affect a

(d) the potential extent of
such harm or such adverse
impact, in particular in
terms of its intensity and
its ability to affect a

(d) the potential extent of
such harm or such adverse
impact, in particular in
terms of its intensity and
its ability to affect a

(d) the potential extent of
such harm or such adverse
impact, in particular in
terms of its intensity and
its ability to affect a

212 | plurality of persons; plurality of persons_or to plurality of persons; plurality of persons_or to
disproportionately affect a disproportionately affect a
particular group of particular group of
persons; persons;

Text Origin: EP
Mandate
Article 7(2), point (e)
(e) the extent to which (e) the extent to which (e) the extent to which (e) the extent to which
potentially harmed or potentially harmed or potentially harmed or potentially harmed or
adversely impacted adversely impacted adversely impacted adversely impacted
persons are dependent on persons are dependent on persons are dependent on persons are dependent on
the outcome produced with | the eutcomeoutput the outcome produced with | the outcome produced with
an Al system, in particular | produced witkinvolving an | an Al system, in particular | an Al system, in particular
because for practical or Al system, and that output | because for practical or because for practical or
213 | legal reasons it is not is purely accessory in legal reasons it is not legal reasons it is not
reasonably possible to opt- | respect of the relevant reasonably possible to opt- | reasonably possible to opt-
out from that outcome; action or decision to be out from that outcome; out from that outcome;
taken, in particular o
because for practical or Text Origin:
.. Commission Proposal
legal reasons it is not
reasonably possible to opt-
out from that
oHtcomeoutput,
15688/23 RB/ek
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Pres1dency3

Article 7

(2), point (ea new)

(ea) the potential misuse
and malicious use of the

213a Al system and of the
technology underpinning
it;
Article 7(2), point (f)

(f) the extent to which
potentially harmed or
adversely impacted
persons are in a vulnerable
position in relation to the
user of an Al system, in
particular due to an

(f) the extent to which
there is an imbalance of
power, or the potentially
harmed or adversely
impacted persons are in a
vulnerable position in
relation to the user of an

(f) the extent to which
potentially harmed or
adversely impacted
persons are in a vulnerable
position in relation to the
user of an Al system, in
particular due to an

(f) the extent to which
there is an imbalance of
power, or the potentially
harmed or adversely
impacted persons are in a
vulnerable position in
relation to the user of an

214 | imbalance of power, Al system, in particular imbalance of power, Al system, in particular
knowledge, economic or due to an-imbetance-of knowledge, economic or due to animbetance-of
social circumstances, or powerstatus, authority, social circumstances, or poewerstatus, authority,
age; knowledge, economic or age; knowledge, economic or
social circumstances, or social circumstances, or
age; age;
Text Origin:
Presidency?2
Article 7(2), point (g)
213 (g) the extent to which the | (g) the extent to which the | (g) the extent to which the | (g) the extent to which the
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Commission Proposal

outcome produced with an
Al system is easily
reversible, whereby
outcomes having an impact
on the health or safety of
persons shall not be
considered as easily

EP Mandate

outcome produced
withinvolving an Al
system is easily reversible
or remedied, whereby
outcomes having an
adverse impact on health,
safety, fundamental rights

Council Mandate

outcome produced with an
Al system is not easily
reversible, whereby
outcomes having an impact
on the health or safety of
persons shall not be
considered as easily

Draft Agreement

outcome produced
withinvolving an Al
system is easily corrigible
or reversible, taking into
account the technical
solutions available to
correct or reverse,

Pres1dency3

reversible; of persons, the reversible; whereby outcomes having
enyironment, or on anand adverse impact on
democracy and rule of the health-e#, safety,
lawtlelrealtlorarlonof fundamental rights,~of
persons shall not be persens shall not be
considered as easily considered as easily
reversible; corrigible or reversible;,
Article 7(2), point (ga)
(ea) the extent of the (ga) --deleted--
availability and use of
effective technical
215a solutions and mechanisms
for the control, reliability
and corrigibility of the Al
system;
| Article 7(2), point (gb)
(gb) the magnitude and (gb) the magnitude and (gb) this line covers line
215b likelihood of benefit of the likelihood of benefit of the 218a from the Council.
deployment of the AI deployment of the AI
system_for individuals, system_for individuals,
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Commission Proposal

EP Mandate

groups, or society at large,

including possible
improvements in product

sale!z;

Council Mandate

Draft Agreement

groups, or society at large,

including possible
improvements in product

safety;

Text Origin:
Presidency?2

Presidency3

Article 7

(2), point (gc new)

(gc) the extent of human
oversight and the
possibility for a human to
intercede in order to

215¢ ? s .
override a decision or
recommendations that
may lead to potential
harm;

Article 7(2), point (h)

(h) the extent to which
existing Union legislation

(h) the extent to which
existing Union

(h) the extent to which
existing Union legislation

(h) the extent to which
existing Union legislation

216 | provides for: legislationlaw provides provides for: provides for:
for:
or Text Origin:
Presidency?2
Article 7(2), point (h)(i)
2y (i) effective measures of (i) effective measures of (i) effective measures of (1) effective measures of
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Commission Proposal

redress in relation to the
risks posed by an Al
system, with the exclusion
of claims for damages;

EP Mandate

redress in relation to the
riskes-poseddamage caused
by an Al system, with the
exclusion of claims for
direct or indirect damages;

Council Mandate

redress in relation to the
risks posed by an Al
system, with the exclusion
of claims for damages;

Draft Agreement

redress in relation to the
risks posed by an Al
system, with the exclusion
of claims for damages;

Text Origin:
Presidency?2

Pres1dency3

Article 7

(2), point (h)(ii)

(i1) effective measures to
prevent or substantially

(i1) effective measures to
prevent or substantially

(i1) effective measures to
prevent or substantially

(i1) effective measures to
prevent or substantially

218 | minimise those risks. minimise those risks. minimise those risks-; minimise those risks.
Text Origin:
Presidency?2
Article 7(2), point (h)(iia)
(ha) the magnitude and (iia) ---covered above---
2184 likelihood of benefit of the
Al use for individuals,
groups, or society at large.
| Article 7(2a new)
2a. When assessing an Al
218b system for the purposes of
paragraphs 1 or la the
Commission shall consult
the Al Office and, where
15688/23 RB/ek 129
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Commission Proposal

EP Mandate

relevant, representatives
of groups on which an Al
system has an impact,
industry, independent
experts, the social
partners, and civil society
organisations. The
Commission shall also
organise public
consultations in this
regard and shall make the
results of those

consultations and of the
final assessment publicly
available;

Council Mandate

Draft Agreement Pres1dency3

Article 7(2a)
2a. The Commission is
empowered to adopt
delegated acts in
accordance with Article 73
218¢ to amend the list in Annex
II1 by removing high-risk
Al systems where both of
the following conditions
are fulfilled:
| Article 7(2a), point (a) |
I 218d (a) the high-risk AI
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Commission Proposal

EP Mandate

Council Mandate

system(s) concerned no
longer pose any
significant risks to
fundamental rights, health

or safety, taking into
account the criteria listed
in paragraph 2;

Draft Agreement

Pres1dency3

Article 7(2a), point (b)

218e

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

Article 7

(2b new)

218f

2b. The Al Office,

national supervisory
authorities or the
European Parliament may
request the Commission to
reassess and recategorise
the risk categorisation of
an Al systemin
accordance with
paragraphs 1 and la. The

Commission shall give
reasons for its decision
and make them public.
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Pres1dency3

Chapter 2
Chapter 2 Chapter 2 Chapter 2 Chapter 2
requirements for high-risk | requirements for high-risk | Requirements for high-risk | Requirements for high-risk
219 Al systems Al systems AiAl systems AiA1 systems
Text Origin: Council
Mandate
Article 8
Article 8 Article 8 Article 8 Article 8
Compliance with the Compliance with the Compliance with the Compliance with the
220 requirements requirements requirements requirements
Text Origin:
Commission Proposal
Article 8(1)

221

1. High-risk Al systems
shall comply with the
requirements established in
this Chapter.

1. High-risk Al systems
shall comply with the
requirements established in
this Chapter.

1. High-risk Al systems
shall comply with the
requirements established in
this Chapter, taking into
account the generally
acknowledged state of the

1. High-risk Al systems
shall comply with the
requirements established in
this Chapter, taking into
account its intended
purpose as well as the

art.

generally acknowledged

state of the art.

The risk management
system referred to in
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Article 9 shall be taken
into account when
ensuring compliance with
those requirements.

Text Origin: Council

Mandate

Presidency3

Article 8

(1a new)

221a

la. In complying with the
requirements established
in this Chapter, due
account shall be taken of
guidelines developed as
referred to in Article 82b,
the generally
acknowledged state of the
art, including as reflected
in the relevant
harmonised standards and
common specifications as
referred to in Articles 40
and 41 or those already set
out in Union
harmonisation law.

la. --deleted

Text Origin:
Presidency?2

Article 8

(2)

2. The intended purpose of

2. The intended purpose of

2. The intended purpose of

2. hetiendlod o o

222 the high-risk Al system the high-risk Al system, the high-risk Al system threlibe e el
and the risk management the reasonably foreseeable | and the risk management the-risk-iicncsenent
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Commission Proposal EP Mandate Council Mandate Draft Agreement
system referred to in misuses and the risk system referred to in e s e e
Article 9 shall be taken management system Article 9 shall be taken i ele-G-sherdt-he-tedeen
into account when ensuring | referred to in Article 9 into account when ensuring | ##e-cecount-vhen
compliance with those shall be taken into account | compliance with those o e e ee il
requirements. when ensuring compliance | requirements. Hr oo it ey
with those requirements.
Text Origin: Auxiliary
1
Article 8(2a new)
2a. As long as the 2a. Where a product
requirements of Title 111, contains an artificial
Chapters 2 and 3 or Title intelligence system, to
VIII, Chapters 1, 2 and 3 which the requirements of
for high-risk Al systems this Regulation as well as
are addressed by Union requirements of the Union
harmonisation law listed harmonisation legislation
in Annex II, Section A, listed in Annex I, Section
the requirements or A apply, providers shall be
obligations of those responsible for ensuring
222a Chapters of this that their product is fully
Regulation shall be compliant with all
deemed to be fulfilled, as applicable requirements
long as they include the required under the Union
Al component. harmonisation legislation.
Requirements of Chapters
2 and 3 of Title 111 or Title In ensuring the
VII1, Chapters 1, 2 and 3 compliance of high-risk
for high-risk Al systems Al systems referred in
not addressed by Union paragraph 1 with the
harmonisation law listed requirements set out in
in Annex II Section A, Chapter 2 of this Title,
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Commission Proposal

EP Mandate

shall be incorporated into
that Union harmonisation
law, where applicable. The
relevant conformity
assessment shall be
carried out as part of the
procedures laid out under

Union harmonisation law
listed in Annex I, Section
A.

Council Mandate

Draft Agreement

and in order to ensure
consistency, avoid
duplications and minimise
additional burdens,
providers shall have a
choice to integrate, as
appropriate, the necessary
testing and reporting
processes, information
and documentation they
provide with regard to
their product into already
existing documentation
and procedures required
under the Union
harmonisation legislation
listed in Annex II, Section
A.

Text Origin: EP

Presidency3

Mandate
Article 9
Article 9 Article 9 Article 9 Article 9
P Risk management system | Risk management system | Risk management system | Risk management system
Text Origin:
Commission Proposal
| Article 9(1) |
l 224
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Commission Proposal

1. A risk management
system shall be
established, implemented,
documented and
maintained in relation to
high-risk Al systems.

EP Mandate

1. A risk management
system shall be
established, implemented,
documented and
maintained in relation to
high-risk Al systems,
throughout the entire
lifecycle of the Al system.
The risk management
system_can be integrated
into, or a part of, already
existing risk management
procedures relating to the

relevant Union sectoral
law insofar as it fulfils the
requirements of this
article.

Council Mandate

1. A risk management
system shall be
established, implemented,
documented and
maintained in relation to
high-risk Al systems.

Draft Agreement

1. A risk management
system shall be
established, implemented,
documented and
maintained in relation to
high-risk Al systems.

Text Origin:
Commission Proposal

Presidency3

Article 9(2)

2. The risk management
system shall consist of a
continuous iterative
process run throughout the
entire lifecycle of a high-
225 | risk Al system, requiring
regular systematic
updating. It shall comprise
the following steps:

2. The risk management
system shall consist of a
continuous iterative
process run throughout the
entire lifecycle of a high-
risk Al system, requiring
regular systemeaticreview
and updating_of the risk
management process, to
ensure its continuing
effectiveness, and
documentation of any

2. The risk management
system shall eonsist-ofbe
understood as a
continuous iterative
process_planned and run
throughout the entire
lifecycle of a high-risk Al
system, requiring regular
systematic updating. It
shall comprise the
following steps:

2. The risk management
system shall eonsist-ofbe
understood as a
continuous iterative
process planned and run
throughout the entire
lifecycle of a high-risk Al
system, requiring regular
systematic_review and
updating. It shall comprise
the following steps:

Text Origin: Auxiliary
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Commission Proposal

EP Mandate

significant decisions and
actions taken subject to
this Article. It shall
comprise the following
steps:

Council Mandate

Draft Agreement

Pres1dency3

Article 9

(2), point (a)

(a) identification and
analysis of the known and

(a) identification,
estimation and evaluation

(a) identification and
analysis of the known and

(a) identification and
analysis of the known and

foreseeable risks and-anatysis of the known | foreseeable risks the reasonably foreseeable

associated with each high- | and the reasonably assoctated-with-eachmost | risks associated-with

risk Al system; foreseeable risks likely to occur to health, eachthat the high-risk AI
associated-with-eachthat safety and fundamental system_can pose to the
the high-risk Al system rights in view of the [health, safety or
can pose to the health or intended purpose of the fundamental rights] when
safety of natural persons, | high-risk Al system; the high-risk Al system_is

226 their fundamental rights used in accordance with
including equal access its intended purpose
and opportunities, - -
democracy and rule of law feXt i )
or the environement when
the high-risk Al system_is
used in accordance with
its intended purpose and
under conditions of
reasonably foreseeable
misuse;
| Article 9(2), point (b) |
l 227
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Commission Proposal

(b) estimation and
evaluation of the risks that
may emerge when the
high-risk Al system is used
in accordance with its
intended purpose and
under conditions of
reasonably foreseeable
misuse;

EP Mandate

deleted

Council Mandate

deleted

Draft Agreement

(b) estimation and
evaluation of the risks that
may emerge when the
high-risk Al system is used
in accordance with its
intended purpose and
under conditions of
reasonably foreseeable
misuse;

Pres1dency3

Article 9

(2), point (c)

(c) evaluation of other
possibly arising risks based
on the analysis of data
gathered from the post-

(c) evaluation of ether

possiblh-arisincemerging
significant risks_as

described in point (a) and

(c) evaluation of other
possibly arising risks based
on the analysis of data
gathered from the post-

(c) evaluation of other
possibly arising risks based
on the analysis of data
gathered from the post-

228 | market monitoring system | identified based on the market monitoring system | market monitoring system
referred to in Article 61; analysis of data gathered referred to in Article 61; referred to in Article 61;
from the post-market - -
monitoring system referred feXt O A
to in Article 61;
Article 9(2), point (d)
(d) adoption of suitable (d) adoption of (d) adoption of suitable (d) adoption of
risk management measures | sw#itableappropriate and risk management measures | sw#itableappropriate and
229 in accordance with the targeted risk management | in accordance with the targeted risk management
provisions of the following | measures_designed to provisions of the following | measures_designed to
paragraphs. address the risks identified | paragraphs. address the risks identified
pursuant to points a and b pursuant to point a of this
of this paragraph in paragraph in accordance
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Commission Proposal

EP Mandate

accordance with the
provisions of the following
paragraphs.

Council Mandate

Draft Agreement

with the provisions of the
following paragraphs.

Text Origin: Auxiliary

Pres1dency3

Article 9

(2a), first subparagraph

2a. The risks referred to
in this paragraph shall
concern only those which

2a. The risks referred to
in this paragraph shall
concern only those which

may be reasonably
mitigated or eliminated

through the development

may be reasonably
mitigated or eliminated

through the development

22% or design of the high-risk | or design of the high-risk
Al system, or the provision | Al system, or the provision
of adequate technical of adequate technical
information. information.
Text Origin: Auxiliary
1
Article 9(3)
3. The risk management 3. The risk management 3. The risk management 3. The risk management
measures referred to in measures referred to in measures referred to in measures referred to in
paragraph 2, point (d) shall | paragraph 2, point (d) shall | paragraph 2, point (d) shall | paragraph 2, point (d) shall
230 | give due consideration to give due consideration to give due consideration to give due consideration to
the effects and possible the effects and possible the effects and possible the effects and possible
interactions resulting from | interactions resulting from | interactionsinteraction interaetionsinteraction
the combined application the combined application resulting from the resulting from the
of the requirements set out | of the requirements set out | combined application of combined application of
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Commission Proposal

in this Chapter 2. They
shall take into account the
generally acknowledged
state of the art, including
as reflected in relevant
harmonised standards or
common specifications.

EP Mandate

in this Chapter 2—Fkey
shedltake-into-acconnt-the
wenerethaefovelodeed

hermontised-sianddards-or
R e
with a view to mitigate
risks effectively while
ensuring an appropriate
and proportionate
implementation of the

requirements.

Council Mandate

the requirements set out in
this Chapter 2—Fhey-shat!
fetee bttt

SR e e,

with a view to minimising

Draft Agreement

the requirements set out in

this Chapter 2—Fhey-shatt
E‘b;.”"; reecot !FEl!E
cenerally-acknowledsed

harmorised-starndards-or
CORLR S HSPE- HHEAHOMRS,

with a view to minimising

risks more effectively
while achieving an
appropriate balance in
implementing the
measures to fulfil those

risks more effectively
while achieving an
appropriate balance in
implementing the
measures to fulfil those

requirements.

requirements.

Text Origin:
1

Auxiliary

Presidency3

Article 9

(4), first subparagraph

4. The risk management
measures referred to in
paragraph 2, point (d) shall
be such that any residual
risk associated with each

4. The risk management
measures referred to in
paragraph 2, point (d) shall
be such that anyrelevant
residual risk associated

4. The risk management
measures referred to in
paragraph 2, point (d) shall
be such that any residual
risk associated with each

4. The risk management
measures referred to in
paragraph 2, point (d) shall
be such that axyrelevant
residual risk associated

231 | hazard as well as the with each hazard as well as | hazard as well as the with each hazard as well as
overall residual risk of the | the overall residual risk of | overall residual risk of the | the overall residual risk of
high-risk Al systems is the high-risk Al systems is | high-risk Al systems is the high-risk Al systems is
judged acceptable, reasonably judged to be judged acceptable; judged aceeptable;
provided that the high-risk | acceptable, provided that provided-tharthe-lichrisk | providedtharthe-licl-ris:
Al system is used in the high-risk Al system is | Alsystenisisedin B e e
accordance with its used in accordance with its | a¢ecordancevith-its cromepelige e il
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Commission Proposal

intended purpose or under
conditions of reasonably
foreseeable misuse. Those
residual risks shall be
communicated to the user.

EP Mandate

intended purpose or under
conditions of reasonably
foreseeable misuse. Those
residual risks and the
reasoned judgements
made shall be
communicated to the

userdeployer.

Council Mandate

Draft Agreement

userto be acceptable.

Text Origin: Auxiliary
1

Presidency3

Article 9

(4), second subparagraph

In identifying the most
appropriate risk
management measures, the

In identifying the most
appropriate risk
management measures, the

In identifying the most
appropriate risk
management measures, the

In identifying the most
appropriate risk
management measures, the

232 following shall be ensured: | following shall be ensured: | following shall be ensured: | following shall be ensured:
Text Origin:
Commission Proposal
Article 9(4), second subparagraph, point (a)
(a) elimination or (a) elimination or (a) elimination or (a) elimination or
reduction of risks as far as | reduction of identified reduction of risks reduction of identified
possible through adequate | risks as far as identified and evaluated risks and evaluated
design and development; possibletechnically pursuant to paragraph 2 pursuant to paragraph 2
233 feasible through adequate | as far as possible through as far as
design and development of | adequate design and possibletechnically
the high-risk Al system, development_of the high feasible through adequate
involving when relevant, risk Al system; design and development;
experts and external of the high-risk Al system,
stakeholders;
Text Origin: EP
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Mandate

Pres1dency3

Article 9(4), second subparagraph, point (b)

(b) where appropriate,
implementation of
adequate mitigation and
control measures in

(b) where appropriate,
implementation of
adequate mitigation and
control measures #

(b) where appropriate,
implementation of
adequate mitigation and
control measures in

(b) where appropriate,
implementation of
adequate mitigation and
control measures ##

234 | relation to risks that cannot relationtoaddressing relation to risks that cannot | relationtoaddressing risks
be eliminated; significant risks that be eliminated; that cannot be eliminated;
cannot be eliminated;
Text Origin: EP
Mandate
Article 9(4), second subparagraph, point (c)

(c) provision of adequate | (c) provision of (c) provision of adequate | (c) provision of

information pursuant to adegnatethe required information pursuant to adegunatethe required

Article 13, in particular as | information pursuant to Article 13, in particular as | information pursuant to

regards the risks referred to | Article 13, in-partierlareas | regards the risks referred to | Article 13, inparticutaras

in paragraph 2, point (b) of | regardstherisksreferred | in paragraph 2, point (b) of | regardstherisksreferred

235 | this Article, and, where s E e this Article, and, where to in paragraph 2, point (b)
appropriate, training to thlofthisArticteand, appropriate, training to of this Article, and, where
users. where appropriate, training | users. appropriate, training to
to usersdeployers. usersdeployers.
Text Origin: EP
Mandate
| Article 9(4), third subparagraph |
l 236
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Commission Proposal

In eliminating or reducing
risks related to the use of
the high-risk Al system,
due consideration shall be
given to the technical
knowledge, experience,
education, training to be
expected by the user and
the environment in which
the system is intended to
be used.

EP Mandate

In eliminating or reducing
risks related to the use of
the high-risk Al system,
due-considerationproviders
shall be-giventotake into
due consideration the
technical knowledge,
experience, education;

. ; 7
the-wser-and-the

. bk ]

. toel-to]
used_and training the
deployer may need,
including in relation to
the presumable context of
use.

Council Mandate

1nWith_a view to
eliminating or reducing
risks related to the use of
the high-risk Al system,
due consideration shall be
given to the technical
knowledge, experience,
education, training to be
expected by the user and
the environment in which
the system is intended to
be used.

Draft Agreement

InWith_a view to
eliminating or reducing
risks related to the use of
the high-risk Al system,
due consideration shall be
given to the technical
knowledge, experience,
education, training to be
expected by the
userdeployer and the
environmentpresumable
context in which the
system is intended to be
used.

Text Origin: Council

Mandate

Presidency3

Article 9(5)
5. High-risk Al systems 5. High-risk Al systems 5. High-risk Al systems 5. High-risk Al systems
shall be tested for the shall be tested for the shall be tested forthe shall be tested for the
purposes of identifying the | purposes of identifying the | purposes-ofidentifyinethe | purposes of identifying the
most appropriate risk most appropriate and I e most appropriate and
management measures. targeted risk management | managementmeastres- targeted risk management
237 | Testing shall ensure that measures_and weighing Leetbgrmed ol measures. Testing shall

high-risk Al systems any such measures Dbl e ensure that high-risk Al
perform consistently for against the potential perform-consistentiyforin | systems perform
their intended purpose and | benefits and intended order to ensure that high- | consistently for their
they are in compliance goals of the system. risk AI systems perform in | intended purpose and they
with the requirements set Testing shall ensure that a manner that is are in compliance with the
out in this Chapter. high-risk Al systems consistent with their requirements set out in this
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Commission Proposal

EP Mandate

perform consistently for
their intended purpose and
they are in compliance
with the requirements set
out in this Chapter.

Council Mandate

intended purpose and they
are in compliance with the
requirements set out in this
Chapter.

Draft Agreement
Chapter.

Text Origin: EP
Mandate

Pres1dency3

Article 9

(6)

6. Testing procedures shall

6. Testing procedures shall

6. Testing procedures

6. [Testing procedures

6. Testing procedures

be suitable to achieve the be suitable to achieve the shell-hesuitableto-achieve | shall-besuitable-to-achieve shell-besuitable-to-aehieve
intended purpose of the Al | intended purpose of the Al | theintended-prrposcofthe | the-intendedprrpose-ofthe thretpedlec o o il
system and do not need to | system-and-do-notneedto | AH-systenand-donotneed | Alsystem-and-donotneed el e o]
g0 beyond what is wo-hbevond-wvhat-iy to-go-hevondavhai-iv to-go-bevond-avhai-iv e e
necessary to achieve that e i e e e e e e e e e e e e e
238 purpose. e, prrposemay include prrposemay include prrposemay include
testing in real world testing in real world testing in real world
conditions in accordance | conditions in accordance conditions in accordance
with Article 54a. with Article 54a.] with Article 54a.
Text Origin: Council
Mandate
Article 9(7)
7. The testing of the high- | 7. The testing of the high- | 7. The testing of the high- | 7. The testing of the high-
risk Al systems shall be risk Al systems shall be risk Al systems shall be risk Al systems shall be
performed, as appropriate, | performed, as-appropriate; | performed, as appropriate, | performed, as appropriate,
239 | at any point in time P ST at any point in time at any point in time
throughout the thronshont-the throughout the throughout the
development process, and, | developmentprocess—and: | development process, and, | development process, and,
in any event, prior to the in-any-event-prior to the in any event, prior to the in any event, prior to the
placing on the market or placing on the market or placing on the market or placing on the market or
15688/23 RB/ek 144
ANNEX | TREE.2.B LIMITE EN



Commission Proposal

the putting into service.
Testing shall be made
against preliminarily
defined metrics and
probabilistic thresholds
that are appropriate to the
intended purpose of the
high-risk Al system.

EP Mandate

the putting into service.
Testing shall be made
against preliminarilyprior
defined metrics, and
probabilistic thresholds
that are appropriate to the
intended purpose_or
reasonably foreseeable
misuse of the high-risk Al
system.

Council Mandate

the putting into service.
Testing shall be made
against preliminarily
defined metrics and
probabilistic thresholds
that are appropriate to the
intended purpose of the
high-risk Al system.

Draft Agreement

the putting into service.
Testing shall be made
against preliminarilyprior
defined metrics and
probabilistic thresholds
that are appropriate to the
intended purpose of the
high-risk Al system.

Text Origin: Council

Mandate

Presidency3

Article 9

(8)

8. When implementing the
risk management system
described in paragraphs 1
to 7, specific consideration
shall be given to whether
the high-risk Al system is
likely to be accessed by or
have an impact on

8. When implementing the
risk management system
described in paragraphs 1
to 7, specific-conviderdation
sheatt-be-givenproviders

shall give specific
consideration to whether
the high-risk Al system is

8. Whenimptementing-The

risk management system
described in paragraphs 1
to 7specific-considerdation
shatl-be-given shall give

8. When implementing the
risk management system
described in paragraphs 1

to A-specifie-6, providers
shall give consideration

specific consideration to
whether the high-risk Al
system is likely to be

shatt-be-givento-whetherto
whether in view of its
intended purpose the high-

vulnerable gruops of people
needs last allignment with
current legislation.

240 | children. likely to he-acecessed-by-o+ | accessed by or have an risk Al system is likely to
have-an-impect impact on ehildrenpersons | be-aecessed-by-or-have-a
onadversely impact under the age of 18. HRPAC-O1
vulnerable groups of ehildrenadversely impact
people or children. persons under the age of
18 and, as appropriate,
other vulnerable groups of
people.
Text Origin: Council
Mandate
15688/23 RB/ek 145
ANNEX | TREE.2.B LIMITE EN



Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Pres1dency3

Article 9

(9)

9. For credit institutions
regulated by Directive
2013/36/EU, the aspects
described in paragraphs 1
to 8 shall be part of the risk
management procedures

9. For providers and AI
systems already covered by
Union law that require
them to establish a
specific risk management,

9. For eredit-instititions
lsted-byDi .

2043364 providers of

high-risk Al systems that

9. For eredit-institutions
20434364 providers of
high-risk Al systems that

are subject to

including credit

requirements regarding

are subject to
requirements regarding

established by those institutions regulated by internal risk management | internal risk management
institutions pursuant to Directive 2013/36/EU, the | processes under relevant | processes under relevant
Article 74 of that aspects described in sectorial Union law, the sectorial Union law, the
241 | Directive. paragraphs 1 to 8 shall be | aspects described in aspects described in
part of or combined with paragraphs 1 to 8 skatmay | paragraphs 1 to 8 skatmay
the risk management be part of the risk be part of or combined
procedures established by | management procedures with the risk management
those-institutions-pursnant | established by-those procedures established 43
folfel e 2 b et instittions-pursuant to these-institutions-pursuant
Directivethat Union law. Article-74-of that to Article74-of that
Direetivethat law. Direetivethat law.
Text Origin: Council
Mandate
Article 10
Article 10 Article 10 Article 10 Article 10
5 Data and data governance | Data and data governance | Data and data governance | Data and data governance
Text Origin:
Commission Proposal
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Commission Proposal
Article 10(1)

EP Mandate

Council Mandate

Draft Agreement

Presidency3

243

1. High-risk Al systems
which make use of
techniques involving the
training of models with
data shall be developed on
the basis of training,
validation and testing data
sets that meet the quality
criteria referred to in
paragraphs 2 to 5.

1. High-risk Al systems
which make use of
techniques involving the
training of models with
data shall be developed on
the basis of training,
validation and testing data
sets that meet the quality
criteria referred to in
paragraphs 2 to 5_as far as
this is technically feasible
according to the specific
market segment or scope

of application.

1. High-risk Al systems
which make use of
techniques involving the
training of models with
data shall be developed on
the basis of training,
validation and testing data
sets that meet the quality
criteria referred to in
paragraphs 2 to 5.

1. High-risk Al systems
which make use of
techniques involving the
training of models with
data shall be developed on
the basis of training,
validation and testing data
sets that meet the quality
criteria referred to in
paragraphs 2 to 5
whenever such datasets
are used.

Text Origin:
Commission Proposal

Article 1

0(1), second subparagraph new

243a

Techniques that do not
require labelled input data
such as unsupervised
learning and
reinforcement learning
shall be developed on the
basis of data sets such as
for testing and verification

that meet the quality
criteria referred to in
paragraphs 2 to 5.
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Presidency3

Article 1

0(2)

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

2. Training, validation and
testing data sets shall be
subject to appropriate-data

governance a#d

management

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

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

244 | Those practices shall practicesappropriate for Those practices shall appropriate for the
concern in particular, the context of use as well | concern in particular;: intended purpose of the AL
as the intended purpose of system. Those practices
the Al system. Those shall concern in particular,
practicesmeasures shall -
concern in particular, Text Origin:
Commission Proposal
Article 10(2), point (a)
(a) the relevant design (a) the relevant design (a) the relevant design (a) the relevant design
choices; choices; choices; choices;
245
Text Origin:
Commission Proposal
Article 10(2), point (aa new)
(aa) transparency as (aa) data collection
regards the original processes and origin of
245a purpose of data collection; data, and in the case of
personal data, the original
purpose of data collection;
| Article 10(2), point (b)
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Commission Proposal EP Mandate Council Mandate Draft Agreement Presidency3
246 (b) data collection; (b) data collection (b) data collection (b) data
processes; processes; cotlection:[deleted]
Article 10(2), point (c)
(c) relevant data (c) relevant-data (c) relevant data (c) relevant data
preparation processing preparation processing preparation processing preparation processing
operations, such as operations, such as operations, such as operations, such as
annotation, labelling, annotation, labelling, annotation, labelling, annotation, labelling,
247 cleaning, enrichment and cleaning, updating, cleaning, enrichment and cleaning, updating,
aggregation; enrichment and aggregation; enrichment and
aggregation; aggregation;
Text Origin: EP
Mandate
Article 10(2), point (d)
(d) the formulation of (d) the formulation of (d) the formulation of (d) the formulation of
relevant assumptions, retevant-assumptions, relevant assumptions, retevant-assumptions,
notably with respect to the | notably with respect to the | notably with respect to the | notably with respect to the
information that the data information that the data information that the data information that the data
248 | are supposed to measure are supposed to measure are supposed to measure are supposed to measure
and represent; and represent; and represent; and represent;
Text Origin: EP
Mandate
| Article 10(2), point (e)
l 249
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Commission Proposal

(e) a prior assessment of
the availability, quantity
and suitability of the data
sets that are needed;

EP Mandate

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

Council Mandate

(e) a prior assessment of
the availability, quantity
and suitability of the data
sets that are needed,;

Draft Agreement

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

Text Origin: EP
Mandate

Pres1dency3

Article 1

0(2), point (f)

(f) examination in view of
possible biases;

(f) examination in view of
possible biases_that are
likely to affect the health

(f) examination in view of
possible biases_that are
likely to affect health and

and safety of persons,
negatively impact
fundamental rights or lead

safety of natural persons

(f) examination in view of
possible biases_that are
likely to affect the health
and safety of persons,

or lead to discrimination

negatively impact

prohibited by Union law;

to discrimination

fundamental rights or lead

to discrimination

250 prohibited under Union prohibited under Union
law, especially where data law, especially where data
outputs influence inputs outputs influence inputs
for future operations for future operations;
(‘feedback loops’) and o
appropriate measures to e BRI
Mandate
detect, prevent and
mitigate possible biases;
Article 10(2), point (fa new)
(fa) appropriate measures (fa) appropriate measures
250a to detect, prevent and to detect, prevent and
mitigate possible biases; mitigate possible biases
identified according to
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement
point f;
Text Origin: EP
Mandate

Pres1dency3

Article 10(2), point (g)

(g) the identification of
any possible data gaps or
shortcomings, and how
those gaps and
shortcomings can be

(g) the identification of
any-possiblerelevant data
gaps or shortcomings_that
prevent compliance with
this Regulation, and how

(g) the identification of
any possible data gaps or
shortcomings, and how
those gaps and
shortcomings can be

(g) the identification of
any-possiblerelevant data
gaps or shortcomings_that
prevent compliance with
this Regulation, and how

251 addressed. those gaps and addressed. those gaps and
shortcomings can be shortcomings can be
addressed. addressed.
Text Origin: EP
Mandate
Article 10(3)
3. Training, validation and | 3. Training datasets, and | 3. Training, validation and | 3. Training datasets, and
testing data sets shall be where they are used, testing data sets shall be where they are used,
relevant, representative, validation and testing date¢ | relevant, representative, validation and testing dete
free of errors and setsdatasets, including the | and to the best extent setsdatasets shall be
250 complete. They shall have | labels, shall be relevant, possible, free of errors and | relevant, sufficiently
the appropriate statistical sufficiently representative, | complete. They shall have | representative, and to the
properties, including, free-ofappropriately vetted | the appropriate statistical best extent possible, free of
where applicable, as for errors and_be as properties, including, errors and complete_in
regards the persons or complete_as possible in where applicable, as view of the intended
groups of persons on view of the intended regards the persons or purpose. They shall have
which the high-risk Al purpose. They shall have groups of persons on the appropriate statistical
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Commission Proposal

system is intended to be
used. These characteristics
of the data sets may be met
at the level of individual
data sets or a combination
thereof.

EP Mandate

the appropriate statistical
properties, including,
where applicable, as
regards the persons or
groups of persons o#
whichin relation to whom
the high-risk Al system is
intended to be used. These
characteristics of the data
sets-maydatasets shall be
met at the level of
individual date
setsdatasets or a
combination thereof.

Council Mandate

which the high-risk Al
system is intended to be
used. These characteristics
of the data sets may be met
at the level of individual
data sets or a combination
thereof.

Draft Agreement

properties, including,
where applicable, as
regards the persons or
groups of persons o#
whichin relation to whom
the high-risk Al system is
intended to be used.

These characteristics of the
data sets may be met at the
level of individual data sets
or a combination thereof.

Text Origin: EP
Mandate

Presidency3

Article 1

0(4)

4. Training, validation and
testing data sets shall take
into account, to the extent
required by the intended
purpose, the characteristics
or elements that are
particular to the specific

4. Trainine validat
and-testingdeate
setsDatasets shall take into
account, to the extent
required by the intended

purpose_or reasonably
foreseeable misuses of the

4. Training, validation and
testing data sets shall take
into account, to the extent
required by the intended
purpose, the characteristics
or elements that are
particular to the specific

4. Trainine_validet
e e e
setsDatasets shall take into
account, to the extent
required by the intended
purpose, the characteristics
or elements that are

253 geographical, behavioural | Al system, the geographical, behavioural | particular to the specific
or functional setting within | characteristics or elements | or functional setting within | geographical, contextual,
which the high-risk Al that are particular to the which the high-risk Al behavioural or functional
system is intended to be specific geographical, system is intended to be setting within which the
used. contextual, behavioural or | used. high-risk Al system is
functional setting within intended to be used.
which the high-risk Al o
system is intended to be ﬁiizaf; lgin: EP
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Commission Proposal

EP Mandate

used.

Council Mandate

Draft Agreement

Presidency3

Article 10(5)

5. To the extent that it is
strictly necessary for the
purposes of ensuring bias
monitoring, detection and
correction in relation to the
high-risk Al systems, the
providers of such systems
may process special
categories of personal data
referred to in Article 9(1)
of Regulation (EU)
2016/679, Article 10 of
Directive (EU) 2016/680

5. To the extent that it is
strictly necessary for the
purposes of ensuring bigs
monitorinenegative bias
detection and correction in
relation to the high-risk Al
systems, the providers of
such systems may
exceptionally process
special categories of
personal data referred to in
Article 9(1) of Regulation
(EU) 2016/679, Article 10

5. To the extent that it is
strictly necessary for the
purposes of ensuring bias
monitoring, detection and
correction in relation to the
high-risk Al systems, the
providers of such systems
may process special
categories of personal data
referred to in Article 9(1)
of Regulation (EU)
2016/679, Article 10 of
Directive (EU) 2016/680

5. To the extent that it is
strictly necessary for the
purposes of ensuring bias
monitorting—detection and
correction in relation to the
high-risk Al systems_in
accordance with the
second subparagraph,
point f/fa, the providers of
such systems may
exceptionally process
special categories of
personal data referred to in

254 | and Article 10(1) of of Directive (EU) and Article 10(1) of Article 9(1) of Regulation
Regulation (EU) 2016/680 and Article 10(1) | Regulation (EU) (EU) 2016/679, Article 10
2018/1725, subject to of Regulation (EU) 2018/1725, subject to of Directive (EU)
appropriate safeguards for | 2018/1725, subject to appropriate safeguards for | 2016/680 and Article 10(1)
the fundamental rights and | appropriate safeguards for | the fundamental rights and | of Regulation (EU)
freedoms of natural the fundamental rights and | freedoms of natural 2018/1725, subject to
persons, including freedoms of natural persons, including appropriate safeguards for
technical limitations on the | persons, including technical limitations on the | the fundamental rights and
re-use and use of state-of- | technical limitations on the | re-use and use of state-of- | freedoms of natural
the-art security and re-use and use of state-of- | the-art security and persons;ineluding
privacy-preserving the-art security and privacy-preserving teehiiea-timitetions-on-Hie
measures, such as privacy-preserving, In measures, such as I e
pseudonymisation, or particular, all the pseudonymisation, or e
encryption where following conditions shall | encryption where e
anonymisation may apply in order for this anonymisation may meastres—smeh-as
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Commission Proposal

significantly affect the
purpose pursued.

EP Mandate

Drocessing to occur:

Council Mandate

significantly affect the
purpose pursued.

Draft Agreement

addition to provisions set
out in the Regulation
(EU) 2016/679, Directive
(EU) 2016/680 and
Regulation (EU)
2018/1725, all the
following conditions shall

apply in order for such
Drocessing to occur:

Presidency3

Article 1

0(5), first subparagraph, point (a new)

(a) the bias detection and
correction cannot be
effectively fulfilled by

(a) the bias detection and
correction cannot be
effectively fulfilled by

23 processing synthetic or processing other data,
anonymised data; including synthetic or
anonymised data;
| Article 10(5), first subparagraph, point (b new)
(b) the data are (b) the special categories
254b pseudonymised; of personal data processed
for the purpose of this
paragraph are subject to
technical limitations on
15688/23 RB/ek 154
ANNEX | TREE.2.B LIMITE EN



Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

the re-use of the personal
data and state of the art
security and privacy-
preserving measures,

including
pseudonymisation;

Presidency3

Article 1

0(5), first subparagraph, point

(c new)

(c) the provider takes
appropriate technical and
organisational measures
to ensure that the data
processed for the purpose

of this paragraph are

secured, protected, subject
to suitable safeguards and
only authorised persons

(c) the special categories
of personal data processed
for the purpose of this

paragraph are subject to

measures to ensure that

the personal data
processed for the purpose

of this paragraph are
secured, protected, subject

254¢ have access to those data to suitable safeguards
with appropriate strict controls, including
confidentiality documentation of the
obligations; access, to avoid misuse
and ensure only
authorised persons have
access to those personal
data with appropriate
confidentiality
obligations;
| Article 10(5), first subparagraph, point (d new) |
l 254d
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Commission Proposal

EP Mandate

(d) the data processed for
the purpose of this
paragraph are not to be
transmitted, transferred or
otherwise accessed by

other parties;

Council Mandate

Draft Agreement

{d) the special categories
of personal data processed
for the purpose of this
paragraph are not to be
transmitted, transferred or
otherwise accessed by

other parties;

Presidency3

Article 1

0(5), first subparagraph, point (e new)

254e

(e) the data processed for
the purpose of this
paragraph are protected
by means of appropriate
technical and
organisational measures
and deleted once the bias
has been corrected or the
personal data has reached
the end of its retention

period;

(e) the special categories
of personal data processed

for the purpose of this

paragraph are deleted
once the bias has been

corrected or the personal
data has reached the end
of its retention period,
whatever comes first;

Article 1

0(5), first subparagraph, point (f new)

254f

(f) effective and

appropriate measures are
in place to ensure
availability, security and
resilience of processing
systems and services
against technical or
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Commission Proposal

EP Mandate

physical incidents;

Council Mandate

Draft Agreement

Pres1dency3

Article 1

0(5), first subparagraph, point (g new)

254¢g

(2) effective and

appropriate measures are
in place to ensure physical
security of locations where
the data are stored and
processed, internal IT and
IT security governance
and management,
certification of processes

and products;

Article 1

0(5), second subparagraph new

254h

Providers having recourse
to this provision shall
draw up documentation
explaining why the
processing of special
categories of personal
data was necessary to
detect and correct biases.

f) the records of

processing activities

pursuant to Regulation

(EU) 2016/679, Directive
(EU) 2016/680 and
Regulation (EU)
2018/1725 includes
justification why the

processing of special

categories of personal
data was strictly necessary
to detect and correct
biases and this objective
could not be achieved by
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

processing other data.

Pres1dency3

Article 1

0(6)

6. Appropriate data
governance and
management practices
shall apply for the
development of high-risk
Al systems other than
those which make use of
techniques involving the

6. Appropriate data
governance and
management practices
shall apply for the
development of high-risk
Al systems other than
those which make use of
techniques involving the

6. lopropeioe
e
managementpractiees
shett-appi-For the
development of high-risk
Al systems etherthan
thosewhich-makense
ofnot using techniques

O. A7 # g ‘e deter

SOV O e
management practiees
sheatt-apply-For the
development of high-risk
Al systems etherthan
thosewhich-makewse
ofnot using techniques

255 | training of models in order | training of models in order | involving the training of involving the training of
to ensure that those high- to ensure that those high- models, paragraphs 2 to 5 | models, paragraphs 2 to 5
risk Al systems comply risk Al systems comply shall apply only to the shall apply only to the
with paragraph 2. with paragraph 2. testing data sets-in-orderto | testing data sets-in-orderto
el e
Text Origin: Council
Mandate
Article 10(6a new)
6a. Where the provider
cannot comply with the
2554 obligations laid down in
this Article because that
provider does not have
access to the data and the
data is held exclusively by
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Commission Proposal

EP Mandate

the deployer, the deployer
may, on the basis of a
contract, be made
responsible for any
infringement of this
Article.

Council Mandate

Draft Agreement

Pres1dency3

Article 11

Article 11

Technical documentation
256

Article 11
Technical documentation

Article 11
Technical documentation

Article 11
Technical documentation

Text Origin:
Commission Proposal

Article 11(1), first subparagraph

1. The technical
documentation of a high-
risk Al system shall be
drawn up before that
system is placed on the
257 | market or put into service
and shall be kept up-to
date.

1. The technical
documentation of a high-
risk Al system shall be
drawn up before that
system is placed on the
market or put into service
and shall be kept up-to
date.

1. The technical
documentation of a high-
risk Al system shall be
drawn up before that
system is placed on the
market or put into service
and shall be kept up-to
date.

1. The technical
documentation of a high-
risk Al system shall be
drawn up before that
system is placed on the
market or put into service
and shall be kept up-to
date.

Text Origin:
Commission Proposal

| Article 11(1), second subparagraph

258
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Commission Proposal

The technical
documentation shall be
drawn up in such a way to
demonstrate that the high-
risk Al system complies
with the requirements set
out in this Chapter and
provide national competent
authorities and notified
bodies with all the
necessary information to
assess the compliance of
the Al system with those
requirements. It shall
contain, at a minimum, the
elements set out in Annex
Iv.

EP Mandate

The technical
documentation shall be
drawn up in such a way to
demonstrate that the high-
risk Al system complies
with the requirements set
out in this Chapter and
provide national
competentsSupervisory
authorities and notified
bodies with-&# the
necessary information to
assess the compliance of
the Al system with those
requirements. It shall
contain, at a minimum, the
elements set out in Annex
IV _or, in the case of SMEs
and start-ups, any
equivalent documentation

Council Mandate

The technical
documentation shall be
drawn up in such a way to
demonstrate that the high-
risk Al system complies
with the requirements set
out in this Chapter and
provide national competent
authorities and notified
bodies with all the
necessary information in_a
clear and comprehensive
form to assess the
compliance of the Al
system with those
requirements. It shall
contain, at a minimum, the
elements set out in Annex
IV _or, in the case of
SMESs, including start-

meeting the same
objectives, subject to
approval of the competent

ups, any equivalent
documentation meeting

Draft Agreement

The technical
documentation shall be
drawn up in such a way to
demonstrate that the high-
risk Al system complies
with the requirements set
out in this Chapter and
provide national eompetent
authority] and notified
bodies with-a/_the
necessary information in a
clear and comprehensive
form to assess the
compliance of the Al
system with those
requirements. It shall
contain, at a minimum, the
elements set out in Annex
IV. SMEs, including start-
ups, may provide the
elements of the technical

the same objectives, unless

documentation specified

national authority.

deemed inappropriate by

in Annex 1V in a

the competent authority.

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 start-ups,

Presidency3
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

opts to provide the
information required in
Annex 1V in a simplified
manner, it shall use the
form referred to in this

paragraph. Notified bodies
shall accepi the form for
the purpose of conformity
assessment.

Text Origin: Auxiliary
1

Presidency3

Article 11(2)
2. Where a high-risk Al 2. Where a high-risk Al 2. Where a high-risk Al 2. Where a high-risk Al
system related to a product, | system related to a product, | system related to a product, | system related to a product,
to which the legal acts to which the legal acts to which the legal acts to which the legal acts
listed in Annex II, section | listed in Annex II, section | listed in Annex II, section | listed in Annex II, section
A apply, is placed on the A apply, is placed on the A apply, is placed on the A apply, is placed on the
market or put into service | market or put into service | market or put into service | market or put into service
one single technical one single technical one single technical one single technical
documentation shall be documentation shall be documentation shall be documentation shall be
259 | drawn up containing all the | drawn up containing all the | drawn up containing all the | drawn up containing all the
information set out in information set out in information set out in information set out in
Annex IV as well as the Annext¥paragraph 1 as Annex IV as well as the Annext¥paragraph 1 as
information required under | well as the information information required under | well as the information
those legal acts. required under those legal | those legal acts. required under those legal
acts. acts.
Text Origin: EP
Mandate
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Article 1

Commission Proposal
1(3)

EP Mandate

Council Mandate

Draft Agreement

Presidency3

260

3. The Commission is
empowered to adopt
delegated acts in
accordance with Article 73
to amend Annex IV where
necessary to ensure that, in
the light of technical
progress, the technical
documentation provides all
the necessary information
to assess the compliance of
the system with the
requirements set out in this
Chapter.

3. The Commission is
empowered to adopt
delegated acts in
accordance with Article 73
to amend Annex [V where
necessary to ensure that, in
the light of technical
progress, the technical
documentation provides all
the necessary information
to assess the compliance of
the system with the
requirements set out in this
Chapter.

3. The Commission is
empowered to adopt
delegated acts in
accordance with Article 73
to amend Annex IV where
necessary to ensure that, in
the light of technical
progress, the technical
documentation provides all
the necessary information
to assess the compliance of
the system with the
requirements set out in this
Chapter.

Article 1

1(3a new)

260a

3a. Providers that are
credit institutions
regulated by Directive
2013/36/EU shall
maintain the technical
documentation as part of
the documentation
concerning internal
governance,
arrangements, processes
and mechanisms pursuant
to Article 74 of that
Directive.
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Pres1dency3

Article 12 |
Article 12 Article 12 Article 12 Article 12
P Record-keeping Record-keeping Record-keeping Record-keeping
Text Origin:
Commission Proposal
Article 12(1)

1. High-risk Al systems
shall be designed and
developed with capabilities
enabling the automatic
recording of events (‘logs’)
while the high-risk Al

1. High-risk Al systems
shall be designed and
developed with capabilities
enabling the automatic
recording of events (‘logs’)
while the high-risk Al

1. High-risk Al systems

shall be-desisned-and

ool oped will biliti
enablinstechnically allow
[for the automatic recording
of events (‘logs’) while-the

1. High-risk Al systems

shall be-desisned-and

loveloned it biliti
enablinstechnically allow
[for the automatic recording
of events (‘logs’) while-the

systems is operating. systems is operating. e e e e e e
262 | Those logging capabilities | Those logging capabilities | eperating—Thoselogging et Lol
shall conform to shall conform to the state | eapeabilitiesshettconform | capabilitiecsshatl-conform
recognised standards or of the art and recognised B el B e
common specifications. standards or common connmon-specificationsover | common-specificationsover
specifications. the duration of the life the duration of the
cycle of the system. lifetime of the system.
Text Origin: Council
Mandate
| Article 12(2) |
I S 2. The logging capabilities | 2. Fhelogsine—capabitities | 2. Thetossineecapabilities | 2. Thetlogeine—capabilities
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Commission Proposal

shall ensure a level of
traceability of the Al
system’s functioning
throughout its lifecycle that
is appropriate to the
intended purpose of the
system.

EP Mandate

shettIn order to ensure a
level of traceability of the
Al system’s functioning
throughout its
lifeeyeleentire lifetime that
is appropriate to the
intended purpose of the

system, the logging
capabilities shall facilitate

Council Mandate

sheattIn order to ensure a
level of traceability of the
Al system’s functioning
theresbop i e eeala Bag
is appropriate to the
intended purpose of the
system:, logging
capabilities shall enable

Draft Agreement

sheattIn order to ensure a
level of traceability of the
Al system’s functioning

B ot Hhoostittifeevele-that
is appropriate to the
intended purpose of the
system:, logging
capabilities shall enable

the recording of events

the monitoring of
operations as referred to
in Article 29(4) as well as
the post market
monitoring referred to in
Article 61. In particular,
they shall enable the
recording of events

relevant for the

identification of situations
that may:

relevant for:

the recording of events

relevant for:

Text Origin:
Mandate

Council

Pres1dency3

Article 1

2(2), point (a new)

263a

(a) result in the Al system

presenting a risk within

the meaning of
Article65(1); or

| Article 1

2(2), point (b new)

I 263b

(b) lead to a substantial
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Commission Proposal EP Mandate Council Mandate Draft Agreement Pres1dency3
modification of the AI
system.
Article 12(2a)
2a. High-risk Al systems 2a. Council position: not
shall be designed and accepted
developed with, the
logging capabilities
enabling the recording of
263c energy consumption, the
measurement or
calculation of resource
use and environmental
impact of the high-risk Al
system during all phases
of the system’s lifecycle.
Article 12(2a), first subparagraph
2a. (i) identification of 2a. (i) identification of
situations that may result | situations that may result
in the Al system in the Al system
presenting a risk within presenting a risk within
263d the meaning of Article the meaning of Article
65(1) or in a substantial 65(1) or in a substantial
modification; modification;
(ii) facilitation of the post- | (ii) facilitation of the post-
market monitoring market monitoring
referred to in Article 61; referred to in Article 61;
and and
15688/23 RB/ek 165
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Commission Proposal

EP Mandate

Council Mandate

(iii) monitoring of the
operation of high-risk AI

Draft Agreement

(iii) monitoring of the
operation of high-risk Al

systems referred to in

systems referred to in

Pres1dency3

Article 29(4). Article 29(4).
Text Origin: Council
Mandate
Article 12(3)

3. In particular, logging 3, Lepeprlendes ol
capabilities shall enable the deleted deleted ceperbitiemdiedt ez
monitoring of the operation e e
of the high-risk Al system operation-of-the-hish-risk
with respect to the B et
occurrence of situations e merpeee ol
that may result in the Al sttuertions—that-mey-resiit

264 ) . . .
system presenting a risk bt e e
within the meaning of aFistrithintheseaning
Article 65(1) or lead to a B e
substantial modification, et e e e e
and facilitate the post- andfacilitate-the post-
market monitoring referred Hierketmonttoringreferred
to in Article 61. to-inArticle-61-deleted

Article 12(4)

4. For high-risk Al 4. For high-risk Al 4. For high-risk Al 4. For high-risk Al

265 systems referred to in systems referred to in systems referred to in systems referred to in
paragraph 1, point (a) of paragraph 1, point (a) of paragraph 1, point (a) of paragraph 1, point (a) of
Annex III, the logging Annex III, the logging Annex III, the logging Annex III, the logging
capabilities shall provide, capabilities shall provide, capabilities shall provide, capabilities shall provide,
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Commission Proposal

at a minimum:

EP Mandate

at a minimum:

Council Mandate

at a minimum:

Draft Agreement

at a minimum:

Text Origin:
Commission Proposal

Presidency3

Article 1

2(4), point (a)

(a) recording of the period
of each use of the system
(start date and time and

(a) recording of the period
of each use of the system
(start date and time and

(a) recording of the period
of each use of the system
(start date and time and

(a) recording of the period
of each use of the system
(start date and time and

266 | end date and time of each | end date and time of each | end date and time of each | end date and time of each
use); use); use); use);
Text Origin:
Commission Proposal
Article 12(4), point (b)
(b) the reference database | (b) the reference database | (b) the reference database | (b) the reference database
against which input data against which input data against which input data against which input data
has been checked by the has been checked by the has been checked by the has been checked by the
267 system, system, system, system,
Text Origin:
Commission Proposal
Article 12(4), point (c)
(c) the input data for (c) the input data for (c) the input data for (c) the input data for
268 | which the search has led to | which the search has led to | which the search has led to | which the search has led to
a match; a match; a match; a match;
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Text Origin:
Commission Proposal

Presidency3

Article 12(4), point (d)

269

(d) the identification of the
natural persons involved in
the verification of the

results, as referred to in
Atrticle 14 (5).

(d) the identification of the
natural persons involved in
the verification of the
results, as referred to in
Atrticle 14 (5).

(d) the identification of the
natural persons involved in
the verification of the
results, as referred to in
Article 14 (5).

(d) the identification of the
natural persons involved in
the verification of the
results, as referred to in
Article 14 (5).

Text Origin:
Commission Proposal

Article 1

w

270

Article 13
Transparency and
provision of information to
users

Article 13
Transparency and
provision of information-te
Hsers

Article 13
Transparency and
provision of information to
users

Article 13
Transparency and
provision of information to

usersdeployers

Text Origin: EP
Mandate

Article 1

3(-1)(1)

271

1. High-risk Al systems
shall be designed and
developed in such a way to
ensure that their operation
is sufficiently transparent
to enable users to interpret

-1. High-risk Al systems
shall be designed and
developed in such a way to
ensure that their operation
is sufficiently transparent
to enable providers and

1. High-risk Al systems
shall be designed and
developed in such a way to
ensure that their operation
is sufficiently transparent

to—enetbletrer—to-interpret

1. High-risk Al systems
shall be designed and
developed in such a way to
ensure that their operation
is sufficiently transparent
to enable #sersdeployers to

1. High-risk Al systems
shall be designed and
developed in such a way to
ensure that their operation
is sufficiently transparent
to enable #sersdeployers to
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Commission Proposal

the system’s output and
use it appropriately. An
appropriate type and
degree of transparency
shall be ensured, with a
view to achieving
compliance with the
relevant obligations of the
user and of the provider set
out in Chapter 3 of this
Title.

EP Mandate

users to

interpretreasonably
understand the system’s
BT R R
appropriately—ih

E e e e ]
Al e
el b
enstredfunctioning.

Appropriate transparency
shall be ensured in

accordance with the
intended purpose of the AI

Council Mandate

oo em e
shatl-be-ensured-with a
view to achieving
compliance with the
relevant obligations of the
user and of the provider set
out in Chapter 3 of this

Title_and enabling users to
understand and use the

Draft Agreement

interpret the system’s
output and use it
appropriately. An
appropriate type and
degree of transparency
shall be ensured; with a
view to achieving
compliance with the
relevant obligations of the

t et L

ﬁ#evéeleicgfovider and
deployer set out in Chapter

system _appropriately.

system, with a view to
achieving compliance with
the relevant obligations of
the wser-and-ofthe

p%evide#provfder and user
set out in Chapter 3 of this

Title.

3 of this Title.

Presidency3

interpret the system’s
output and use it
appropriately. An
appropriate type and
degree of transparency
shall be ensured; with a
view to achieving
compliance with the
relevant obligations of the

rrererebe e

p#e%de#gfovider and
deployer set out in Chapter
3 of this Title.

Green

Article 1

3(1), second subparagraph new

Transparency shall
thereby mean that, at the
time the high-risk Al
system is placed on the

Deletion

most of the proposed text
can 20 to the existing

-- deletion : it goes to
recital 47 with reference
to 1SO.

al market, all technical Recital 47.
means available in
accordance with the
generally acknowledged
state of art are used to
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Commission Proposal

EP Mandate

ensure that the AI
system’s output is
interpretable by the
provider and the user. The
user shall be enabled to
understand and use the AI
system_appropriately by
generally knowing how
the Al system works and
what data it processes,
allowing the user to
explain the decisions
taken by the Al system to
the affected person
pursuant to Article 68(c).

Council Mandate

Draft Agreement

Presidency3

Article 1

3(2)

2. High-risk Al systems
shall be accompanied by
instructions for use in an
appropriate digital format

2. High-risk Al systems
shall be accompanied by
intelligible instructions for
use in an appropriate

2. High-risk Al systems
shall be accompanied by
instructions for use in an
appropriate digital format

2. High-risk Al systems
shall be accompanied by
instructions for use in an
appropriate digital format

2. High-risk Al systems
shall be accompanied by
instructions for use in an
appropriate digital format

or otherwise that include digital format or_made or otherwise that include or otherwise that-inctide or otherwise that include
concise, complete, correct | otherwise available in a concise, complete, correct | eoncise—complete—correct concise, complete, correct
272 and clear information that | durable medium that and clear information that | ardand shall be clear and clear information that
is relevant, accessible and | include concise, compiete; | is relevant, accessible and | informeationtheatis is relevant, accessible and
comprehensible to users. eorrect-and-clearcorrect, comprehensible to users. pebeeeeesnd bl comprehensible to users._It
clear and to the extent R e e e shall also serve the
possible complete understandable and deployer as a support for
information that helps legible. performing the
operating and o Fundamental Rights
maintaining the Al system Text Origin: Impact Assessment, in
Commission Proposal
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Commission Proposal

EP Mandate

as well as supporting
informed decision-making
by users and is
reasonablyis relevant,
accessible and
comprehensible to users.

Council Mandate

Draft Agreement

Presidency3

accordance with art 29a.

keep original COM version
and add the following part to
Recital 47 "helps operating
and maintaining the Al
system as well as supporting
informed decision-making by
deployers".

Article 1

3(3)

3. The information 3. To achieve the 3. The information 3. The information 3. The informetion
referred to in paragraph 2 outcomes referred to in referred to in paragraph 2 pefopelio i oo 0 e
shall specify: paragraph 1,The shall specify: shall-specifyinstructions shatl-speeifyinstructions
273 information referred to in for use shall contain at for use shall contain at
paragraph 2 shall specify: least the following least the followin
information: information:
To green
Article 13(3), point (a) |
(a) the identity and the (a) the identity and the (a) the identity and the (a) the identity and the (a) the identity and the
contact details of the contact details of the contact details of the contact details of the contact details of the
provider and, where provider and, where provider and, where provider and, where provider and, where
274 | applicable, of its applicable, of its applicable, of its applicable, of its applicable, of its
authorised representative; authorised authorised representative; authorised representative; authorised representative;
representativerepresentati o
ves; TextIOr}gln: Eraen
Commission Proposal
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Commission Proposal EP Mandate Council Mandate Draft Agreement Presidency3
Article 13(3), point (aa)

(aa) where it is not the (aa) Deletion (aa) Deletion
same as the provider, the
identity and the contact
details of the entity that
carried out the conformity
assessment and, where

applicable, of its

authorised representative;

274a

Article 13(3), point (b)

capabilities and limitations | capabilities and limitations | capabilities and limitations | capabilities and limitations capabilities and limitations
of performance of the of performance of the of performance of the of performance of the of performance of the

275 | high-risk Al system, high-risk Al system, high-risk Al system, high-risk Al system, high-risk Al system,
including: including, where including: including: including:

appropriate:

Text Origin: Council
Mandate

Article 13(3), point (b)(i)

(i) its intended purpose; (i) its intended purpose; (1) its intended purpose, (1) its intended purpose; (i) its intended purpose;
inclusive of the specific
geographical, behavioural

Text Origin: EP

(b) the characteristics, (b) the characteristics, (b) the characteristics, (b) the characteristics, (b) the characteristics, |

276 ; - Mandate
or functional setting
within which the high-risk
Al system is intended to be
used,
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Presidency3

Article 1

3(3), point (b)(ii)

(i1) the level of accuracy,
robustness and
cybersecurity referred to in
Article 15 against which
the high-risk Al system has
been tested and validated
and which can be expected,
and any known and

(ii) the level of accuracy,
robustness and
cybersecurity referred to in
Article 15 against which
the high-risk Al system has
been tested and validated
and which can be expected,
and any clearly known and

(i1) the level of accuracy,
including its metrics,
robustness and
cybersecurity referred to in
Article 15 against which
the high-risk Al system has
been tested and validated
and which can be expected,

(i1) the level of accuracy,
including its metrics,
robustness and
cybersecurity referred to in
Article 15 against which
the high-risk Al system has
been tested and validated
and which can be expected,

(i1) the level of accuracy,
including its metrics,
robustness and
cybersecurity referred to in
Article 15 against which
the high-risk Al system has
been tested and validated
and which can be expected,

27T | foreseeable circumstances | foreseeable circumstances | and any known and and any known and and any known and
that may have an impact on | that may have an impact on | foreseeable circumstances | foreseeable circumstances foreseeable circumstances
that expected level of that expected level of that may have an impact on | that may have an impact on that may have an impact on
accuracy, robustness and accuracy, robustness and that expected level of that expected level of that expected level of
cybersecurity; cybersecurity; accuracy, robustness and accuracy, robustness and accuracy, robustness and
cybersecurity; cybersecurity; cybersecurity;
Text Origin: Council
Mandate
Article 13(3), point (b)(iii)
(iii) any known or (iii) any clearly known or | (iii) any known or (iii) any known or (iii) any known or
foreseeable circumstance, foreseeable circumstance, foreseeable circumstance, foreseeable circumstance, foreseeable circumstance,
related to the use of the related to the use of the related to the use of the related to the use of the related to the use of the
278 high-risk Al system in high-risk Al system in high-risk Al system in high-risk Al system in high-risk Al system in
accordance with its accordance with its accordance with its accordance with its accordance with its
intended purpose or under | intended purpose or under | intended purpose-e##rder | intended purpose or under intended purpose-eru#rder
conditions of reasonably conditions of reasonably eonditionsof redsorabi conditions of reasonably eotditionsofreasoneabiy
foreseeable misuse, which | foreseeable misuse, which | foreseeablemisuse, which | foreseeable misuse, which foreseeablemisuse, which
may lead to risks to the may lead to risks to the may lead to risks to the may lead to risks to the may lead to risks to the
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Commission Proposal

health and safety or
fundamental rights;

EP Mandate

health and safety,
fundamental rights or the

environment, including,

Council Mandate

health and safety or
fundamental rights
referred to in Article 9(2);

Draft Agreement

health and safety or
fundamental rights
referred to in Article 9(2);

where appropriate,
illustrative examples of
such limitations and of
scenarios for which the
system should not be used

el el

Text Origin: EP
Mandate

Presidency3

health and safety or
fundamental rights
referred to in Article 9(2).

b

[including, where
appropriate, illustrative
examples of such limitations
and of scenarios for which
the system should not be
used]; go to recital.

Article 1

3(3), point (b)(iiia)

(iiia) the degree to which
the Al system can provide
an _explanation for

(iiia) where applicable,
the technical capabilities
and characteristics of the

(iiia) where applicable,
the technical capabilities
and characteristics of the

278a decisions it takes; Al system to provide Al system to provide
information that is information that is
relevant to explain its relevant to explain its
output. output.

Article 13(3), point (b)(iv) |
(iv) its performance as (iv) its performance as (iv) when appropriate, its | (iv) when appropriate, its (iv) when appropriate, its
regards the persons or regards the persons or behaviour regarding performance as+egerds performance as+egards

279 | &roups of persons on groups of persons on specificitsperformance-as | theregarding specific theregarding specific
which the system is which the system is regards—the persons or persons or groups of persons or groups of
intended to be used; intended to be used; groups of persons on persons on which the persons on which the
which the system is system is intended to be system is intended to be
intended to be used; used; used;
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Text Origin:
Commission Proposal

Pres1dency3

Article 1

3(3), point (b)(v)

(v) 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 of the Al

(v) when-appropriate;
therelevant information
about user actions that
may influence system
performance, including

type or quality of input
data, or any other relevant

(v) 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 of the Al

(v) 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 of the Al

intended purpose of the Al

(v) 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

280 . ..
system. information in terms of the | system:; system. system.
training, validation and -
testing data sets used, Text Origin: relevant information about
. . Commission Proposal
taking into account the user actions that may
intended purpose of the Al influence system
system. performance, including type
or quality of input data: this
goes to a recital.
Article 13(3), point (b)(va)
(va) when appropriate, (va) where applicable, (va) where applicable,
description of the expected | information to enable information to enable
280a output of the system. deployers to interpret the deployers to interpret the
system’s output and use it system’s output and use it
appropriately. appropriately.
| Article 13(3), point (c)
15688/23 RB/ek 175
ANNEX | TREE.2.B LIMITE EN



Commission Proposal

(c) the changes to the
high-risk Al system and its
performance which have
been pre-determined by the

EP Mandate

(c) the changes to the
high-risk Al system and its
performance which have
been pre-determined by the

Council Mandate

(c) the changes to the
high-risk Al system and its
performance which have
been pre-determined by the

Draft Agreement

(c) the changes to the
high-risk Al system and its
performance which have
been pre-determined by the

Presidency3

(c) the changes to the
high-risk Al system and its
performance which have
been pre-determined by the

281 provider at the moment of | provider at the moment of | provider at the moment of | provider at the moment of provider at the moment of
the initial conformity the initial conformity the initial conformity the initial conformity the initial conformity
assessment, if any; assessment, if any; assessment, if any; assessment, if any; assessment, if any;

Text Origin:

Commission Proposal

Article 13(3), point (d)

(d) the human oversight (d) the human oversight (d) the human oversight (d) the human oversight (d) the human oversight
measures referred to in measures referred to in measures referred to in measures referred to in measures referred to in
Article 14, including the Article 14, including the Article 14, including the Article 14, including the Article 14, including the
technical measures put in technical measures put in technical measures put in technical measures put in technical measures put in
place to facilitate the place to facilitate the place to facilitate the place to facilitate the place to facilitate the

282 interpretation of the interpretation of the interpretation of the interpretation of the interpretation of the
outputs of Al systems by outputs of Al systems by outputs of Al systems by outputs of Al systems by outputs of Al systems by
the users; the users; the users; the usersdeployers; the usersdeployers;

Text Origin:
Commission Proposal
Article 13(3), point (e)
(e) the expected lifetime (e) theexpectediifetime—of | (¢) the computational and | (¢) the computational and (e) the computational and

283 of the high-risk Al system | thehichriskAlsysten-and | hardware resources hardware resources hardware resources
and any necessary any necessary maintenance | needed, the expected needed, the expected needed, the expected
maintenance and care and care measures to lifetime of the high-risk Al | lifetime of the high-risk Al lifetime of the high-risk Al
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Commission Proposal

measures to ensure the
proper functioning of that
Al system, including as
regards software updates.

EP Mandate

ensure the proper
functioning of that Al
system, including as
regards software updates,
through its expected

lifetime.

Council Mandate

system and any necessary
maintenance and care
measures, including their
frequency, to ensure the
proper functioning of that
Al system, including as
regards software updates:;

Draft Agreement

system and any necessary
maintenance and care
measures, including their
frequency, to ensure the
proper functioning of that
Al system, including as
regards software updates:;

Text Origin: Council

Mandate

Presidency3

system and any necessary
maintenance and care
measures, including their
frequency, to ensure the
proper functioning of that
Al system, including as
regards software updates:;

Article 1

3(3), point (ea)

(ea) a description of the

(ea) Deletion

mechanism included
within the Al system that

(ea) Deletion

283a
allows users to properly
collect, store and interpret
the logs, where relevant.
Article 13(3), point (eb)
(ea) a description of the (ea) where relevant, a (ea) where relevant, a
mechanisms included description of the description of the
within the Al system that mechanisms included mechanisms included
allows users to properly within the Al system that within the Al system that
283b collect, store and interpret allows users to properly allows users to properly
the logs in accordance collect, store and interpret collect, store and interpret
with Article 12(1). the logs in accordance the logs in accordance
with Article 12. with Article 12.
Text Origin: EP
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Mandate

Presidency3

Article 1

3(3), point (ec)

(eb) The information
shall be provided at least

{ec) parked, possible
Deletion

(ec) Deletion

283c in the language of the
country where the AI
system is used,
Article 13(3a)

3a. In order to comply 3a. parked 3a. --deleted--
with the obligations laid
down in this Article, linked to Al literacy

v| 283d providers and users shall
ensure a sufficient level of
Al literacy in line with
Article 4b.

Article 14
Article 14 Article 14 Article 14 Article 14 Article 14
o Human oversight Human oversight Human oversight Human oversight Human oversight
Text Origin:
Commission Proposal
| Article 14(1)
l 285
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Commission Proposal

1. High-risk 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 which the Al
system is in use.

EP Mandate

1. High-risk Al systems
shall be designed and
developed in such a way,
including with appropriate
human-machine interface
tools, that they eanbe
effectively overseen by
natural persons as
proportionate to the risks
associated with those
systems. Natural persons
in charge of ensuring
human oversight shall
have sufficient level of AI
literacy in accordance
with Article 4b and the
necessary support and
authority to exercise that
function, during the period
in which the Al system is
in use and to allow for
thorough investigation
after an incident.

Council Mandate

1. High-risk 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 which the Al
system is in use.

Draft Agreement

1. High-risk 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 which the Al
system is in use.

Presidency3

1. High-risk 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 which the Al
system is in use.

To a recital: relevant
information about user
actions that may influence
system performance,
including type or quality of
input data

Article 14(2)
2. Human oversight shall | 2. Human oversight shall | 2. Human oversight shall | 2. Human oversight shall 2. Human oversight shall
aim at preventing or aim at preventing or aim at preventing or aim at preventing or aim at preventing or
286 | minimising the risks to minimising the risks to minimising the risks to minimising the risks to minimising the risks to
health, safety or health, safety-o#, health, safety or health, safety-o#, health, safety-6#,
fundamental rights that fundamental rights or fundamental rights that fundamental rights, fundamental rights,
may emerge when a high- | environment that may may emerge when a high- | fdemocracy and rule of {democracy and rule of
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Commission Proposal

risk Al system is used in
accordance with its
intended purpose or under
conditions of reasonably
foreseeable misuse, in
particular when such risks
persist notwithstanding the
application of other
requirements set out in this
Chapter.

EP Mandate

emerge when a high-risk
Al system is used in
accordance with its
intended purpose or under
conditions of reasonably
foreseeable misuse, in
particular when such risks
persist notwithstanding the
application of other
requirements set out in this
Chapter_and where
decisions based solely on
automated processing by
Al systems produce legal
or otherwise significant
effects on the persons or
groups of persons on
which the system is to be
used.

Council Mandate

risk Al system is used in
accordance with its
intended purpose or under
conditions of reasonably
foreseeable misuse, in
particular when such risks
persist notwithstanding the
application of other
requirements set out in this
Chapter.

Draft Agreement

law and environment) that
may emerge when a high-
risk Al system is used in
accordance with its
intended purpose or under
conditions of reasonably
foreseeable misuse, in
particular when such risks
persist notwithstanding the
application of other
requirements set out in this
Chapter.

Text Origin: EP
Mandate

Presidency3

law and environment) that
may emerge when a high-
risk Al system is used in
accordance with its
intended purpose or under
conditions of reasonably
foreseeable misuse, in
particular when such risks
persist notwithstanding the
application of other
requirements set out in this
Chapter.

Article 1

4(3)

3. Human oversight shall
be ensured through either
one or all of the following
measures:

3. Human oversight shall
take into account the
specific risks, the level of
automation, and context

3. Human oversight shall
be ensured through either
one or all of the following
types of measures:

3. HumeanThe oversight
measures shall be
commensurate to the
risks, level of autonomy

3. HumeanThe oversight
measures shall be
commensurate to the
risks, level of autonomy

287 of the Al system_and shall and context of use of the and context of use of the
be ensured through either Al system and shall be Al system and shall be
one or all of the following ensured through either one ensured through either one
es of measures: or all of the following or all of the following
es of measures: es of measures:
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Commission Proposal

Article 14(3), point (a)

EP Mandate

Council Mandate

Draft Agreement

Presidency3

(a) identified and built,
when technically feasible,
into the high-risk Al
system by the provider

(a) identified and built,
when technically feasible,
into the high-risk Al
system by the provider

(a) measures identified
and built, when technically
feasible, into the high-risk
Al system by the provider

(a) measures identified
and built, when technically
feasible, into the high-risk
Al system by the provider

(a) measures identified
and built, when technically
feasible, into the high-risk
Al system by the provider

288 | pefore it is placed on the before it is placed on the before it is placed on the before it is placed on the before it is placed on the
market or put into service; | market or put into service; | market or put into service; | market or put into service; market or put into service;
Text Origin: Council
Mandate
Article 14(3), point (b)
(b) identified by the (b) identified by the (b) measures identified by | (b) measures identified by (b) measures identified by
provider before placing the | provider before placing the | the provider before placing | the provider before placing the provider before placing
high-risk Al system on the | high-risk Al system on the | the high-risk Al system on | the high-risk Al system on the high-risk Al system on
market or putting it into market or putting it into the market or putting it into | the market or putting it into the market or putting it into
289 | service and that are service and that are service and that are service and that are service and that are
appropriate to be appropriate to be appropriate to be appropriate to be appropriate to be
implemented by the user. implemented by the user. implemented by the user. implemented by the user. implemented by the user.
Text Origin: Council
Mandate
Article 14(4) |
4. The measures referred 4. For the purpose of 4. For the purpose of 4. For the purpose of 4. For the purpose of
290 to in paragraph 3 shall implementing paragraphs | implementing paragraphs | implementing paragraphs implementing paragraphs
enable the individuals to 1 to 3, the high-risk AI 1 to 3, the high-risk AI 1 to 3, the high-risk AI 1 to 3, the high-risk Al
whom human oversight is | systemThe-measires systemThe-weasires systemThe-weasures systemThe-measires
assigned to do the e I B e e B e e referred-to-in-parasraph-3
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Commission Proposal

following, as appropriate
to the circumstances:

EP Mandate

shall erablethe
individuatsbe provided to
the user in such a way

Council Mandate

shall erablethe
individuatsbe provided to
the user in such a way

that natural persons to
whom human oversight is
assigned to-do-the

followinsare enabled, as

appropriate_and
proportionate to the

that natural persons to
whom human oversight is
assigned to-do-the

followineare enabled, as

appropriate_and
proportionate to the

Draft Agreement

shall erable-the
individnatsbe provided to
the user in such a way
that natural persons to
whom human oversight is
assigned to-do-the

followineare enabled, as

appropriate and
proportionate to the

Presidency3

shall enable-the
individuatsbe provided to
the user in such a way
that natural persons to
whom human oversight is

assigned to-do-the
fottewinsare enabled, as

appropriate_and
proportionate to the

circumstances: circumstances: circumstances: circumstances:
Text Origin: Council
Mandate
Article 14(4), point (a)
(a) fully understand the (a) futbbe aware of and (a) futbto understand the | (a) fittsto properly (a) futbyto properly

capacities and limitations
of the high-risk Al system
and be able to duly monitor

sufficiently understand the
relevant capacities and
limitations of the high-risk

capacities and limitations
of the high-risk Al system
and be able to duly monitor

understand the relevant
capacities and limitations
of the high-risk Al system

understand the relevant
capacities and limitations
of the high-risk Al system

its operation, so that signs | Al system and be able to its operation—so-thatsierns | and be able to duly monitor and be able to duly monitor
of anomalies, dysfunctions | duly monitor its operation, | efaremeatics—dysfunetions | its operation, se-theat-siens its operation, so-that-sichs
and unexpected so that signs of anomalies, | ard-unexpected ofalso in view of detecting ofalso in view of detecting
291 | performance can be dysfunctions and P and addressing anomalies, and addressing anomalies,
detected and addressed as | unexpected performance deteeted-and-addressed-as | dysfunctions and dysfunctions and
soon as possible; can be detected and s estble unexpected performance unexpected performance
addressed as soon as can-be-detected-and can-be-detected-cnd
possible; bl e addressed-assoon-as
Preeetble; el
Text Origin: Council
Mandate
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Article 1

Commission Proposal
4(4), point (b)

EP Mandate

Council Mandate

Draft Agreement

Presidency3

(b) remain aware of the
possible tendency of
automatically relying or
over-relying on the output
produced by a high-risk Al
system (‘automation bias’),

(b) remain aware of the
possible tendency of
automatically relying or
over-relying on the output
produced by a high-risk Al
system (‘automation bias’),

(b) to remain aware of the
possible tendency of
automatically relying or
over-relying on the output
produced by a high-risk Al
system (‘automation bias’);

(b) to remain aware of the
possible tendency of
automatically relying or
over-relying on the output
produced by a high-risk Al

system (‘automation bias’),

(b) to remain aware of the
possible tendency of
automatically relying or
over-relying on the output
produced by a high-risk Al
system (‘automation bias’),

in particular for high-risk in particular for high-risk tn-partienlarfor-hish—+isk | in particular for high-risk in particular for high-risk
292 | A1 systems used to provide | Al systems used to provide | Alspstemsused-to-provide | Al systems used to provide Al systems used to provide

information or information or information-or information or information or
recommendations for recommendations for recomnendation—or recommendations for recommendations for
decisions to be taken by decisions to be taken by cleebilommteboelien-by decisions to be taken by decisions to be taken by
natural persons; natural persons; HeHHrE-persons; natural persons; natural persons;

Text Origin:

Commission Proposal

Article 14(4), point (c)
(c) be able to correctly (c) be able to correctly (c) beabteto correctly (c) beabteto correctly (c) beabteto correctly
interpret the high-risk Al interpret the high-risk Al interpret the high-risk Al interpret the high-risk Al interpret the high-risk Al
system’s output, taking system’s output, taking system’s output, taking system’s output, taking system’s output, taking
into account in particular into account in particular into account in-particutar | into account in-particutar into account i-particitar
the characteristics of the the characteristics of the Hhremsherpeeiopio e o Ll Hhremeherpeeiopi e o il Hhromeherperaioni e o il
293 system and the system and the systen-andfor example the | systen-andfor example the system-andfor example the

interpretation tools and interpretation tools and interpretation tools and interpretation tools and interpretation tools and
methods available; methods available; methods available; methods available; methods available;

Text Origin: Council

Mandate

| Article 14(4), point (d)
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Commission Proposal

(d) be able to decide, in
any particular situation, not
to use the high-risk Al
system or otherwise

EP Mandate

(d) be able to decide, in
any particular situation, not
to use the high-risk Al
system or otherwise

Council Mandate

(d) be-able-to decide, in
any particular situation, not
to use the high-risk Al
system or otherwise

Draft Agreement

(d) he-able-to decide, in
any particular situation, not
to use the high-risk Al
system or otherwise

Presidency3

(d) be-able-to decide, in
any particular situation, not
to use the high-risk Al
system or otherwise

294 | disregard, override or disregard, override or disregard, override or disregard, override or disregard, override or
reverse the output of the reverse the output of the reverse the output of the reverse the output of the reverse the output of the
high-risk Al system; high-risk Al system; high-risk Al system; high-risk Al system; high-risk Al system;

Text Origin: Council

Mandate

Article 14(4), point (e)
(e) be able to intervene on | (¢) be able to intervene on | (e) be-abteto intervene on | (e) be-abteto intervene on (e) be-abteto intervene on
the operation of the high- the operation of the high- the operation of the high- the operation of the high- the operation of the high-
risk Al system or interrupt | risk Al system or interrupt, | risk Al system or interrupt | risk Al system or interrupt, risk Al system or interrupt,
the system through a the system through a the system through a the system through a the system through a
“stop” button or a similar “stop” button or a similar “stop” button or a similar | “step—""'stop" button or a “stop—"'stop"’ button or a
procedure. procedure_that allows the | procedure. similar procedure_that similar procedure_that
system to come to a halt in allows the system to come allows the system to come

295 a safe state, except if the to a halt in a safe state. to a halt in a safe state.

human interference
increases the risks or "human interference should
would negatively impact not increase the risks or
the performance in negatively impact the
consideration of generally performance in consideration
acknowledged state-of- of generally acknowledged
the-art. state-of-the-art."
| Article 14(5) |
l 296
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Commission Proposal

5. For high-risk Al
systems referred to in point
1(a) of Annex III, the
measures referred to in
paragraph 3 shall be such
as to ensure that, in
addition, no action or
decision is taken by the
user on the basis of the
identification resulting
from the system unless this
has been verified and
confirmed by at least two
natural persons.

EP Mandate

5. For high-risk Al
systems referred to in point
1(a) of Annex III, the
measures referred to in
paragraph 3 shall be such
as to ensure that, in
addition, no action or
decision is taken by the
user on the basis of the
identification resulting
from the system unless this
has been verified and
confirmed by at least two
natural persons_with the
necessary competence,
training and authority.

Council Mandate

5. For high-risk Al
systems referred to in point
1(a) of Annex III, the
measures referred to in
paragraph 3 shall be such
as to ensure that, in
addition, no action or
decision is taken by the
user on the basis of the
identification resulting
from the system unless this
has been separately
verified and confirmed by
at least two natural
persons._The requirement
for a separate verification

Draft Agreement

5. For high-risk Al
systems referred to in point
1(a) of Annex III, the
measures referred to in
paragraph 3 shall be such
as to ensure that, in
addition, no action or
decision is taken by the
userdeployer on the basis
of the identification
resulting from the system
unless this has been
separately verified and
confirmed by at least two
natural persons_with the
necessary competence,

by at least two natural
persons shall not apply to

high risk Al systems used
for the purpose of law

enforcement, migration,
border control or asylum,

training and authority.

[The requirement for a
separate verification by at
least two natural persons
shall not apply to high risk

Presidency3

5. For high-risk Al
systems referred to in point
1(a) of Annex III, the
measures referred to in
paragraph 3 shall be such
as to ensure that, in
addition, no action or
decision is taken by the
userdeployer on the basis
of the identification
resulting from the system
unless this has been
separately verified and
confirmed by at least two
natural persons_with the
necessary competence,
training and authority.

The requirement for a
separate verification by at
least two natural persons
shall not apply to high risk

in_cases where Union or
national law considers the
application of this
requirement to be

Al systems used for the

purpose of law

enforcement, migration,
border control or asylum,

Al systems used for the

purpose of law

enforcement, migration,
border control or asylum,

disproportionate. in cases where Union or in cases where Union or

national law considers the national law considers the

application of this application of this

requirement to be requirement to be

disproportionate]. disproportionate.

Link
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Pres1dency3

Article 15 |
Article 15 Article 15 Article 15 Article 15
Accuracy, robustness and | Accuracy, robustness and | Accuracy, robustness and | Accuracy, robustness and
297 cybersecurity cybersecurity cybersecurity cybersecurity
Text Origin: Auxiliary
1
Article 15(1)
1. High-risk Al systems 1. High-risk Al systems 1. High-risk Al systems 1. High-risk Al systems
shall be designed and shall be designed and shall be designed and shall be designed and
developed in such a way developed in-sueh-away developed in such a way developed in such a way
that they achieve, in the that-they-achieve following | that they achieve, in the that they achieve—inthe
light of their intended the principle of security by | light of their intended Ll et el el
purpose, an appropriate design and by default. In purpose, an appropriate pHIpOse; an appropriate
level of accuracy, the light of their intended level of accuracy, level of accuracy,
robustness and purpose,_ they should robustness and robustness, and
cybersecurity, and perform | achieve an appropriate cybersecurity, and perform | cybersecurity, and perform
298 | consistently in those level of accuracy, consistently in those consistently in those
respects throughout their robustness, safety, and respects throughout their respects throughout their
lifecycle. cybersecurity, and perform | lifecycle. lifecycle. /[Compliance
consistently in those with these requirements
respects throughout their shall include
lifecycle._Compliance with implementation of state-
these requirements shall of-the-art measures.|
include implementation of
state-of-the-art measures, Pending article 8 agreement
according to the specific from EP, but allighned with
market segment or scope Council
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Commission Proposal

EP Mandate
of application.

Council Mandate

Draft Agreement

Text Origin: EP
Mandate

Presidency3

Article 15(1a new)
la. To address the la. [To address the
technical aspects of how technical aspects of how
to measure the to measure the
appropriate levels of appropriate levels of
accuracy and robustness accuracy and robustness
set out in paragraph 1 of set out in paragraph 1 of
this Article, the Al Office this Article and any other
shall bring together relevant performance
national and international metrics, the AI Office
metrology and shall bring together
benchmarking authorities national and international
and provide non-binding metrology and
208a osuidance on the matter as benchmarking authorities
set out in Article 56, and other relevant actors
paragraph 2, point (a). to provide guidance on the
matter as set out in Article
56, paragraph 2, point
(a).]
This element stays in the
Regulation, to check if
legally/technically it should
be in art. 58.
Text Origin: EP
Mandate
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Article 1

Commission Proposal
5(1b new)

EP Mandate

Council Mandate

Draft Agreement

Presidency3

1b. To address any
emerging issues across the

internal market with
regard to cybersecurity,
the European Union

298b Agency for Cybersecurity
(ENISA) shall be involved
alongside the European
Artificial Intelligence
Board as set out Article
56, paragraph 2, point (b).
Article 15(2)
2. The levels of accuracy | 2. The levels of accuracy | 2. The levels of accuracy | 2. The levels of accuracy
and the relevant accuracy and the relevant accuracy and the relevant accuracy and the relevant accuracy
metrics of high-risk Al metrics of high-risk Al metrics of high-risk Al metrics of high-risk Al
systems shall be declared systems shall be declared systems shall be declared systems shall be declared
in the accompanying in the accompanying in the accompanying in the accompanying
299 | . ) . ) : . . .
instructions of use. instructions of use._The instructions of use. instructions of use.
language used shall be
Text Origin:
M . Commission Proposal
misunderstandings or
misleading statements.
Article 15(3), first subparagraph
300 | 3. High-risk Al systems 3. Technical and 3. High-risk Al systems 3. High-risk Al systems
shall be resilient as regards | organisational measures shall be resilient as regards | shall be as resilient as
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Commission Proposal

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 systems.

EP Mandate

shall be taken to ensure
that high-risk Al systems
shall be as resilient as
regardspossible 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 systems.

Council Mandate

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 systems.

Draft Agreement

resardspossible 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 systems.
Technical and
organisational measures
shall be taken towards this

regard,

Text Origin:
Commission Proposal

Presidency3

Article 1

5(3), second subparagraph

The robustness of high-risk
Al systems may be
achieved through technical
redundancy solutions,
which may include backup

The robustness of high-risk
Al systems may be
achieved by the
appropriate provider with
input from the user, where

The robustness of high-risk
Al systems may be
achieved through technical
redundancy solutions,
which may include backup

The robustness of high-risk
Al systems may be
achieved through technical
redundancy solutions,
which may include backup

301 or fail-safe plans. necessary, through or fail-safe plans. or fail-safe plans.
technical redundancy o
solutions, which may ﬁii;aiilgm: ES
include backup or fail-safe
plans.
| Article 15(3), third subparagraph |
l 302
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Commission Proposal

High-risk Al systems that
continue to learn after
being placed on the market
or put into service shall be
developed in such a way to
ensure that possibly biased
outputs due to outputs used
as an input for future
operations (‘feedback
loops’) are duly addressed
with appropriate mitigation
measures.

EP Mandate

High-risk Al systems that
continue to learn after
being placed on the market
or put into service shall be
developed in such a way to
ensure that possibly biased

outputs dueto-outputsised
as-aninfluencing input for
future operations
(‘feedback loops’) and
malicious manipulation of
inputs used in learning
during operation are duly
addressed with appropriate
mitigation measures.

Council Mandate

High-risk Al systems that
continue to learn after
being placed on the market
or put into service shall be
developed in such a way to
; bl biased
R e e e e,

as-aneliminate or reduce
as far as possible the risk

Draft Agreement

High-risk Al systems that
continue to learn after
being placed on the market
or put into service shall be
developed in such a way to
e sl e
as-aneliminate or reduce
as far as possible the risk

of possibly biased outputs

of possibly biased outputs

influencing input for

future operations
(‘feedback loops’) are duly
addressed with appropriate
mitigation measures.

influencing input for

future operations
(‘feedback loops’) are duly
addressed with appropriate
mitigation measures.

Text Origin: Council

Mandate

Presidency3

Article 1

5(4), first subparagraph

4. High-risk Al systems
shall be resilient as regards
attempts by unauthorised
third parties to alter their
use or performance by

4. High-risk Al systems
shall be resilient as regards
to attempts by
unauthorised third parties
to alter their use,

4. High-risk Al systems
shall be resilient as regards
attempts by unauthorised
third parties to alter their
use or performance by

4. High-risk Al systems
shall be resilient as regards
to attempts by
unauthorised third parties
to alter their use, outputs

303 exploiting the system behaviour, outputs or exploiting the system or performance by
vulnerabilities. performance by exploiting | vulnerabilities. exploiting the system
the system vulnerabilities. vulnerabilities.
Text Origin: EP
Mandate
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Article 1

Commission Proposal
5(4), second subparagraph

EP Mandate

Council Mandate

Draft Agreement

Presidency3

The technical solutions
aimed at ensuring the
cybersecurity of high-risk
Al systems shall be

The technical solutions
aimed at ensuring the
cybersecurity of high-risk
Al systems shall be

The technical solutions
aimed at ensuring the
cybersecurity of high-risk
Al systems shall be

The technical solutions
aimed at ensuring the
cybersecurity of high-risk
Al systems shall be

304 | appropriate to the relevant | appropriate to the relevant | appropriate to the relevant | appropriate to the relevant
circumstances and the circumstances and the circumstances and the circumstances and the
risks. risks. risks. risks.

Text Origin:

Commission Proposal

Article 15(4), third subparagraph

The technical solutions to | The technical solutions to | The technical solutions to | The technical solutions to
address Al specific address Al specific address Al specific address Al specific
vulnerabilities shall vulnerabilities shall vulnerabilities shall vulnerabilities shall
include, where appropriate, | include, where appropriate, | include, where appropriate, | include, where appropriate,
measures to prevent and measures to prevent, measures to prevent and measures to prevent,
control for attacks trying to | detect, respond to, resolve | control for attacks trying to | detect, respond to, resolve
manipulate the training and control for attacks manipulate the training and control for attacks
dataset (‘data poisoning’), | trying to manipulate the dataset (‘data poisoning’), | trying to manipulate the

305 | inputs designed to cause training dataset (‘data inputs designed to cause training dataset (‘data
the model to make a poisoning’), or pre-trained | the model to make a poisoning’), or pre-trained
mistake (‘adversarial components used in mistake (‘adversarial components used in
examples’), or model training (‘model examples’), or model training (‘model
flaws. poisoning’) , inputs flaws. poisoning’) , inputs

designed to cause the designed to cause the

model to make a mistake model to make a mistake

(‘adversarial examples’_or (‘adversarial examples’_or

‘model evasion’), ‘model evasion’),

confidentiality attacks or confidentiality attacks or
15688/23 RB/ek 191
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Commission Proposal

EP Mandate

model flaws, which could
lead to harmful decision-

making.

Council Mandate

Draft Agreement

model flaws.

Text Origin: EP

Pres1dency3

Mandate
Chapter 3
Chapter 3 Chapter 3 Chapter 3 Chapter 3
OBLIGATIONS OF OBLIGATIONS OF OBLIGATIONS OF OBLIGATIONS OF
PROVIDERS AND PROVIDERS AND PROVIDERS AND PROVIDERS AND
USERS OF HIGH-RISK HSERSDEPLOYERS OF USERS OF HIGH-RISK HSERS[USERS/DEPLOY
AI SYSTEMS and other HIGH-RISK Al AI SYSTEMS and-other | ERS[ OF HIGH-RISK Al
306 parties SYSTEMS and-other pearties AND OTHER SYSTEMS and-other
partiesAND OTHER PARTIES partiesAND OTHER
PARTIES PARTIES
Text Origin: EP
Mandate
Article 16
Article 16 Article 16 Article 16 Article 16

Obligations of providers of

Obligations of providers

Obligations of providers of

Obligations of providers of

307 high-risk Al systems and deployers of high-risk high-risk Al systems high-risk Al systems
Al systems and other
. Text Origin:
BERHIREN Commission Proposal
Article 16, first paragraph
308 | Providers of high-risk Al Providers of high-risk Al Providers of high-risk Al Providers of high-risk Al
systems shall: systems shall: systems shall: systems shall:
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Text Origin:
Commission Proposal

Pres1dency3

Article 16, first paragraph, point (a)

309

(a) ensure that their high-
risk Al systems are
compliant with the
requirements set out in

(a) ensure that their high-
risk Al systems are
compliant with the
requirements set out in

(a) ensure that their high-
risk Al systems are
compliant with the
requirements set out in

(a) ensure that their high-
risk Al systems are
compliant with the
requirements set out in

Chapter 2 of this Title; Chapter 2 of this Title Chapter 2 of this Title; Chapter 2 of this Title;
before placing them on o
the market or putting Text Origin:
. s Commission Proposal
them into service;
Article 16, first paragraph, point (aa)
(aa) indicate their name, (aa) indicate their name,
registered trade name or registered trade name or
registered trade mark, the | registered trade mark, the
address at which they can | address at which they can
be contacted on the high- | be contacted on the high-
risk Al system or, where risk Al system or, where
309a that is not possible, on its | that is not possible, on its
packaging or its packaging or its
accompanying accompanying
documentation, as documentation, as
applicable; applicable;
Text Origin: Council
Mandate
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Commission Proposal EP Mandate

Council Mandate

Draft Agreement

Presidency3

Article 1

6, first paragraph, point (aa new)

309b

(aa) indicate their name,
registered trade name or
registered trade mark, and
their address and contact
information on the high-
risk Al system or, where
that is not possible, on its

accompanying
documentation, as

appropriate;

(ab) [Covered in line
309a]

Article 1

6, first paragraph, point (ab new)

(ab) ensure that natural
persons to whom human
oversight of high-risk A1

309¢ systems is assigned are
specifically made aware of
the risk of automation or
confirmation bias;
Article 16, first paragraph, point (ac new)

(ac) provide specifications
for the input data, or any

309d other relevant information
in terms of the datasets
used, including their
limitation and
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Commission Proposal

EP Mandate

assumptions, taking into
account the intended
purpose and the

foreseeable and

reasonably foreseeable
misuses of the Al system;

Council Mandate

Draft Agreement

Presidency3

Article 1

6, first paragraph, point (b)

(b) have a quality
management system in
place which complies with

(b) have a quality
management system in
place which complies with

(b) have a quality
management system in
place which complies with

(b) have a quality
management system in
place which complies with

310 1 Article 17; Article 17; Article 17; Article 17;
Text Origin:
Commission Proposal
Article 16, first paragraph, point (c)
(c) draw-up the technical (c) draw-up and keep the | (c) drawv-upthe (C) elremi—rpile
documentation of the high- | technical documentation of | techunicatkeep the technicatkeep the
311 risk Al system; the high-risk Al system documentation of-the-hish- | documentation-of-the-hich-
referred to in Article 11, risteAl-systemreferred to riskeAf-system_referred to
in Article 18; in Article 18;
Article 16, first paragraph, point (d)
(d) when under their (d) when under their (d) when under their (d) when under their
312 | control, keep the logs control, keep the logs control, keep the logs control, keep the logs
automatically generated by | automatically generated by | automatically generated by | automatically generated by
their high-risk Al systems; | their high-risk Al systems | their high-risk Al systems | their high-risk Al systems
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Commission Proposal

EP Mandate

that are required for
ensuring and
demonstrating compliance
with this Regulation, in
accordance with Article
20;

Council Mandate

as referred to in Article
20;

Draft Agreement

as referred to in Article
20;

Text Origin: Council

Mandate

Presidency3

Article 1

6, first paragraph, point (e)

(e) ensure that the high-
risk Al system undergoes
the relevant conformity
assessment procedure,
prior to its placing on the

(e) ensure that the high-
risk Al system undergoes
the relevant conformity
assessment procedure,
prior to its placing on the

(e) ensure that the high-
risk Al system undergoes
the relevant conformity
assessment procedure_as
referred to in Article 43,

(e) ensure that the high-
risk Al system undergoes
the relevant conformity
assessment procedure_as
referred to in Article 43,

313 | market or putting into market or putting into prior to its placing on the prior to its placing on the
service; service, in accordance market or putting into market or putting into
with Article 43; service; service;
Text Origin: Council
Mandate
Article 16, first paragraph, point (ea new)
(ea) draw up an EU (ea) draw up an EU
declaration of conformity declaration of conformity
a1 in_accordance with Article in_accordance with Article
a

48;

48;

Text Origin: EP
Mandate

| Article 16, first paragraph, point (eb new)
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Commission Proposal

EP Mandate

(eb) affix the CE marking
to the high-risk Al system
to indicate conformity
with this Regulation, in

Council Mandate

Draft Agreement

(eb) affix the CE marking
to the high-risk Al system
to indicaie conformity
with this Regulation, in

Pres1dency3

313b accordance with Article accordance with Article
49; 49;
Text Origin: EP
Mandate
Article 16, first paragraph, point (f)
(f) comply with the (f) comply with the (f) comply with the (f) comply with the
registration obligations registration obligations registration obligations registration obligations
referred to in Article 51; referred to in Article 51; referred to in Article referred to in Article
= S151(1); 5151(1);
Text Origin: Council
Mandate
Article 16, first paragraph, point (g)
(g) take the necessary (g) take the necessary (g) take the necessary (g) take the necessary
corrective actions, if the corrective actions,—#fthe corrective actions_as corrective actions,#fthe
high-risk Al system is not | high—riskAl-systemis#ot referred to in Article 21, if | hish—riskAl-system—is#ot
in conformity with the Erm e e the high-risk Al system is | in-conformitywith-the
315 requirements set out in e not in conformity with the | regquirements-set-ontin
Chapter 2 of this Title; e e requirements set out in Chapter-2-of-this-Titte and
referred to in Article 21 Chapter 2 of this Title; provide information as
and provide information required in Article 21;
in that regard,
Text Origin: EP
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Mandate

Pres1dency3

Article 1

6, first paragraph, point (h)

(h) inform the national

(h) inform the relevant

competent authorities of deleted national competent
the Member States in anthoritiesauthority of the
which they made the Al Member States in which
system available or put it they made the Al system

316 | into service and, where available or put it into
applicable, the notified service and, where
body of the non- applicable, the notified
compliance and of any body of the non-
corrective actions taken; compliance and of any

corrective actions taken;
Article 16, first paragraph, point (i)

(1) to affix the CE marking (i) to affix the CE marking | (i) te-affixthe CEmarking
to their high-risk Al deleted to their high-risk Al tomphpete e
systems to indicate the systems to indicate the iep e e e e

317 | conformity with this conformity with this e
Regulation in accordance Regulation in accordance Revulation-in-accordance
with Article 49; with Article 49; with-Article49-Moved

above in line 313b
Article 16, first paragraph, point (j)

318 | (j) upon request of a (j) upon a reasoned (j) upon request of a (j) upon a reasoned

national competent request of a national national competent request of a national
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Commission Proposal EP Mandate Council Mandate Draft Agreement Presidency3

authority, demonstrate the | eompetentsupervisory authority, demonstrate the | competent_ [supervisory]
conformity of the high-risk | authority, demonstrate the | conformity of the high-risk | authority, demonstrate the
Al system with the conformity of the high-risk | Al system with the conformity of the high-risk
requirements set out in Al system with the requirements set out in Al system with the
Chapter 2 of this Title. requirements set out in Chapter 2 of this Title. requirements set out in
Chapter 2 of this Title. Chapter 2 of this Title.

Article 16, first paragraph, point (ja new)

(ia) ensure that the high- (ja) ensure that the high-
risk Al system complies risk Al system complies
with accessibility with_accessibility
requirements. requirements, in

accordance with Directive
2019/882 on_accessibility
318a requirements for products
and services and Directive
2016/2102 on the
accessibility of the
websites and mobile
applications of public
sector bodies.

Article 17
Article 17 Article 17 Article 17 Article 17
Quality management Quality management Quality management Quality management
319 system system system system
Text Origin:
Commission Proposal
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Presidency3

Article 1

7(1)

1. Providers of high-risk
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

1. Providers of high-risk
Al systems shall puthave a
quality management
system in place that
ensures compliance with
this Regulation. Fhat
spstemlt shall be
documented in a
systematic and orderly

1. Providers of high-risk
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

1. Providers of high-risk
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

320 | manner in the form of manner in the form of manner in the form of manner in the form of
written policies, written policies, written policies, written policies,
procedures and procedures a#dor procedures and procedures and
instructions, and shall instructions, and_can be instructions, and shall instructions, and shall
include at least the incorporated into an include at least the include at least the
following aspects: existing quality following aspects: following aspects:

management system under

Union sectoral legislative UERE Oraeping Lot L

- Mandate
acts. It shall include at
least the following aspects:
Article 17(1), point (a)

(a) a strategy for (a) a strategy for (a) a strategy for
regulatory compliance, deleted regulatory compliance, regulatory compliance,
including compliance with including compliance with | including compliance with

321 conformity assessment conformity assessment conformity assessment
procedures and procedures procedures and procedures | procedures and procedures
for the management of for the management of for the management of
modifications to the high- modifications to the high- | modifications to the high-
risk Al system; risk Al system; risk Al system;
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Pres1dency3

Article 1

7(1), point (b)

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

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

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

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

322 | yerification of the high-risk | verification of the high-risk | verification of the high-risk | verification of the high-risk
Al system; Al system; Al system; Al system;
Text Origin:
Commission Proposal
Article 17(1), point (c)
(c) techniques, procedures | (c) techniques, procedures | (c) techniques, procedures | (c) techniques, procedures
and systematic actions to and systematic actions to and systematic actions to and systematic actions to
be used for the be used for the be used for the be used for the
development, quality development, quality development, quality development, quality
323 | control and quality control and quality control and quality control and quality
assurance of the high-risk | assurance of the high-risk | assurance of the high-risk | assurance of the high-risk
Al system; Al system; Al system; Al system;
Text Origin:
Commission Proposal
Article 17(1), point (d)
304 (d) examination, test and (d) examination, test and (d) examination, test and (d) examination, test and
validation procedures to be | validation procedures to be | validation procedures to be | validation procedures to be
carried out before, during | carried out before, during | carried out before, during | carried out before, during
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Commission Proposal

and after the development
of the high-risk Al system,
and the frequency with

EP Mandate

and after the development
of the high-risk Al system,
and the frequency with

Council Mandate

and after the development
of the high-risk Al system,
and the frequency with

Draft Agreement

and after the development
of the high-risk Al system,
and the frequency with

Presidency3

which they have to be which they have to be which they have to be which they have to be
carried out; carried out; carried out; carried out;
Text Origin:
Commission Proposal
Article 17(1), point (e)

(e) technical
specifications, including
standards, to be applied
and, where the relevant
harmonised standards are
not applied in full, the
means to be used to ensure
that the high-risk Al

(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, the
means to be used to ensure

(e) technical
specifications, including
standards, to be applied
and, where the relevant
harmonised standards are
not applied in full, the
means to be used to ensure
that the high-risk Al

(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

325 | system complies with the system complies with the out in Chapter 11 of this
requirements set out in that the high-risk Al requirements set out in Title, the means to be used
Chapter 2 of this Title; system complies with the Chapter 2 of this Title; to ensure that the high-risk
requirements set out in Al system complies with
Chapter 2 of this Title; thethose requirements-set
0 Cl > oL i
Fitle;
Text Origin: EP
Mandate
| Article 17(1), point (f)
l 326
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Commission Proposal

(f) systems and procedures

for data management,
including 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
performed before and for
the purposes of the placing
on the market or putting
into service of high-risk Al
systems;

EP Mandate

(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
performed before and for
the purposes of the placing
on the market or putting
into service of high-risk Al
systems;

Council Mandate

(f) systems and procedures
for data management,
including 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
performed before and for
the purposes of the placing
on the market or putting
into service of high-risk Al
systems;

Draft Agreement

(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
performed before and for
the purposes of the placing
on the market or putting
into service of high-risk Al
systems;

Text Origin: EP
Mandate

Presidency3

Article 1

7(1), point (g)

(g) the risk management
system referred to in

(g) the risk management
system referred to in

(g) the risk management
system referred to in

(g) the risk management
system referred to in

327 | Article9; Article 9; Article 9; Article 9;
Text Origin:
Commission Proposal
Article 17(1), point (h)
328 | (h) the setting-up, (h) the setting-up, (h) the setting-up, (h) the setting-up,
implementation and implementation and implementation and implementation and
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Commission Proposal

maintenance of a post-
market monitoring system,
in accordance with Article
61;

EP Mandate

maintenance of a post-
market monitoring system,
in accordance with Article
61;

Council Mandate

maintenance of a post-
market monitoring system,
in accordance with Article
61;

Draft Agreement

maintenance of a post-
market monitoring system,
in accordance with Article
61;

Text Origin:
Commission Proposal

Pres1dency3

Article 17

(1), point (i)

(i) procedures related to
the reporting of serious

(i) procedures related to
the reporting of serious

(i) procedures related to
the reporting of serious

(i) procedures related to
the reporting of serious

incidents and of incidents and of inetelenpeanalat fretelenpeanelat
malfunctioning in malfunctioning in melfunetioninga serious medfunetioninga serious
329 | accordance with Article accordance with Article incident in accordance incident in accordance
62; 62; with Article 62; with Article 62;
Text Origin: Council
Mandate
Article 17(1), point (j)
(G) the handling of (G) the handling of () the handling of () the handling of
communication with communication with communication with communication with
national competent nationairelevant national competent national competent
authorities, competent competent authorities, authorities, competent authorities, ecompetentother
330 authorities, including - ities, authorities, including relevant authorities,
sectoral ones, providing or | including sectoral ones; sectoral ones, providing or | including seectorat
supporting the access to e supporting the access to ones;those providing or
data, notified bodies, other | the-accessto-datanotified | data, notified bodies, other | supporting the access to
operators, customers or bodliaptheopepertors operators, customers or data, notified bodies, other
other interested parties; eustomers-or-other other interested parties; operators, customers or
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

other interested parties;

Pres1dency3

Article 1

7(1), point (k)

(k) systems and
procedures for record
keeping of all relevant

(k) systems and
procedures for record
keeping of all relevant

(k) systems and
procedures for record
keeping of all relevant

(k) systems and
procedures for record
keeping of all relevant

331 | documentation and documentation and documentation and documentation and
information; information; information; information;
Text Origin:
Commission Proposal
Article 17(1), point (1)
(I) resource management, | (I) resource management, | (1) resource management, | (I) resource management,
including security of including security of including security of including security of
332 | supply related measures; supply related measures; supply related measures; supply related measures;
Text Origin:
Commission Proposal
Article 17(1), point (m)
(m) an accountability (m) an accountability (m) an accountability (m) an accountability
framework setting out the | framework setting out the | framework setting out the | framework setting out the
333 responsibilities of the responsibilities of the responsibilities of the responsibilities of the
management and other management and other management and other management and other
staff with regard to all staff with regard to all staff with regard to all staff with regard to all
aspects listed in this aspects listed in this aspects listed in this aspects listed in this
paragraph. paragraph. paragraph. paragraph.
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Text Origin:
Commission Proposal

Pres1dency3

Article 1

7(2)

2. The implementation of
aspects referred to in
paragraph 1 shall be
proportionate to the size of

the provider’s organisation.

2. The implementation of
aspects referred to in
paragraph 1 shall be
proportionate to the size of
the provider’s organisation.
Providers shall in any
event respect the degree of

2. The implementation of
aspects referred to in
paragraph 1 shall be
proportionate to the size of

the provider’s organisation.

2. The implementation of
aspects referred to in
paragraph 1 shall be
proportionate to the size of
the provider’s organisation.
Providers shall in any
event respect the degree of

334 rigour and the level of rigour and the level of
protection required to protection required to
ensure compliance of their ensure compliance of their
Al systems with this Al systems with this
Regulation. Regulation.
Text Origin: EP
Mandate
Article 17(2a)
2a. For providers of high- | 2a. For providers of high-
risk Al systems that are risk Al systems that are
subject to obligations subject to obligations
334a regarding quality regarding quality
management systems management systems or
under relevant sectorial their equivalent under
Union law, the aspects relevant sectorial Union
described in paragraph 1 law, the aspects described
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Commission Proposal

EP Mandate

Council Mandate

may be part of the quality

Draft Agreement

in paragraph 1 may be

management systems
pursuant to that law.

part of the quality

management systems
pursuant to that law.

Text Origin: Council

Mandate

Presidency3

Article 1

7(3)

3. For providers that are
credit institutions regulated
by Directive 2013/36/ EU,
the obligation to put a
quality management
system in place shall be
deemed to be fulfilled by
complying with the rules
on internal governance
arrangements, processes
and mechanisms pursuant

3. For providers that are
credit institutions regulated
by Directive 2013/36/ EU,
the obligation to put a
quality management
system in place shall be
deemed to be fulfilled by
complying with the rules
on internal governance
arrangements, processes
and mechanisms pursuant

3. For providers that are
ereditfinancial institutions
provemleeael by Dipaativn
2043/36/4Usubject to
requirements regarding

3. For providers that are
ereditfinancial institutions
proemlerol b Dipaativo
2043/36/4Usubject to
requirements regarding

their internal governance,

their internal governance,

arrangements or processes

arrangements or processes

under Union financial
services legislation, the
obligation to put in place a
quality management

under Union financial
services legislation, the
obligation to put in place a
quality management

335 to Article 74 of that to Article 74 of that system i#-placewith the system i#-placewith the
Directive. In that context, Directive. In that context, exception of paragraph 1, | exception of paragraph 1,
any harmonised standards | any harmonised standards | points (g), (h) and (i) shall | points (g), (h) and (i) shall
referred to in Article 40 of | referred to in Article 40 of | be deemed to be fulfilled be deemed to be fulfilled
this Regulation shall be this Regulation shall be by complying with the by complying with the
taken into account. taken into account. rules on internal rules on internal
governance arrangements; | governance arrangements;
or processes pursuant to or processes pursuant to
(rtiete74-of 1} trtiete74-of 1}
Directivethe relevant Directivethe relevant
Union financial services Union financial services
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Commission Proposal

EP Mandate

Council Mandate

legislation. In that context,
any harmonised standards
referred to in Article 40 of
this Regulation shall be
taken into account.

Draft Agreement

legislation. In that context,
any harmonised standards
referred to in Article 40 of
this Regulation shall be
taken into account.

Presidency3

Article 18
Article 18 Article 18 Article 18
Obligation to draw up deleted bl Oblisation-to-drenv-up
technical documentation technical technical
336 docnmentationDocumentat | doewnentationDocumentat
ion _keeping ion _keeping
Text Origin: Council
Mandate
Article 18(1)
1. Providers of high-risk 1. Presfelopmeahlelpinl: 1. Brespielope o il einfe
Al systems shall draw up deleted et e B e L
the technical thetechniceal thetechniceadl
documen [fation referred to doenmentationreferred-to | docwmentationreferredto
in Article 11 in accordance inArticle I in-acecordance | inArticle11inaecordance
337 with Annex IV. with-Annex+-The with-Annex+-The
provider shall, for a period | provider shall, for a period
ending 10 years after the ending 10 years after the
Al system has been placed | Al system has been placed
on _the market or put into on _the market or put into
service, keep at the service, keep at the
disposal of the national disposal of the national
competent authorities: competent authorities:
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Text Origin: Council
Mandate

Presidency3

Article 1

8(1), point (a)

(a) the technical
documentation referred to

(a) the technical
documentation referred to

337a in Article 11; in Article 11;
Text Origin: Council
Mandate
Article 18(1), point (b)

(b) the documentation
concerning the quality
management system

(b) the documentation
concerning the quality
management system

337b referred to in Article 17; referred to in Article 17;
Text Origin: Council
Mandate
Article 18(1), point (c)

(c) the documentation
concerning the changes

(c) the documentation
concerning the changes

337¢ approved by notified approved by notified
bodies where applicable; bodies where applicable;
Text Origin: Council
Mandate
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Pres1dency3

Article 18(1), point (d)

337d

(d) the decisions and
other documents issued by

(d) the decisions and
other documents issued by

the notified bodies where

the notified bodies where

applicable;

applicable;

Text Origin: Council
Mandate

Article 18(1), point (e)

(e) the EU declaration of

(e) the EU declaration of

conformity referred to in

conformity referred to in

337e Article 48. Article 48.
Text Origin: Council
Mandate
Article 18(1a)
la. Each Member State la. Each Member State
shall determine conditions | shall determine conditions
under which the under which the
337f documentation referred to | documentation referred to
in paragraph I remains at | in paragraph 1 remains at
the disposal of the the disposal of the
national competent national competent
authorities for the period authorities for the period
indicated in that indicated in that
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Commission Proposal

EP Mandate

Council Mandate

paragraph for the cases
when _a provider or its
authorised representative

Draft Agreement

paragraph for the cases
when_a provider or its
authorised representative

established on its territory

established on its territory

goes bankrupt or ceases

goes bankrupt or ceases

its activity prior to the end

its activity prior to the end

of that period.

of that period.

Text Origin: Council
Mandate

Presidency3

Article 1

8(2)

2. Providers that are credit
institutions regulated by
Directive 2013/36/EU shall
maintain the technical
documentation as part of
the documentation
concerning internal
governance, arrangements,
processes and mechanisms

deleted

2. Providers that are
ereditfinancial institutions
stocl by Di .
2043/36/4Usubject to
requirements regarding

2. Providers that are
ereditfinancial institutions
itoc by Di .
2043/36/4subject to
requirements regarding

their internal governance,

their internal governance,

arrangements or processes

arrangements or processes

under Union financial
services legislation shall

under Union financial
services legislation shall

338 | pursuant to Article 74 of maintain the technical maintain the technical
that Directive. documentation as part of documentation as part of

the documentation the documentation
g v gf € iﬁ’ gE ettt iee! a”a’ige”le’nsx
e ea el | spacssnessdlbeallone:
that-Pirectivekept under that-Pirectivekept under
the relevant Union the relevant Union
financial services financial services
legislation. legislation.
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Text Origin: Council
Mandate

Pres1dency3

Article 19
Article 19 Article 19 Article 19
339 Conformity assessment deleted Conformity assessment Cev formity
assessmentdeleted
Article 19(1)

1. Providers of high-risk 1. Providers of high-risk 1. Brespielope o il vife
Al systems shall ensure deleted Al systems shall ensure B e
that their systems undergo that their systems undergo | theattheirsystemsunderso
the relevant conformity the relevant conformity therelevart-eorformity
assessment procedure in assessment procedure in T e e Y
accordance with Article accordance with Article accordancewith-Article
43, prior to their placing on 43, prior to their placing on | 43 priorto-theirplacing
the market or putting into the market or putting into B R e
service. Where the service. Where the into-service—Where-the

340 | compliance of the AT compliance of the Al R e e e
systems with the systems with the systentsvithtie
requirements set out in requirements set out in FOGHIFERHERES SCHOH
Chapter 2 of this Title has Chapter 2 of this Title has | Chapter2ofthisFitle-has
been demonstrated been demonstrated beetrdemonstrated
following that conformity following that conformity | feHewinethat-confornity
assessment, the providers assessment, the providers B e
shall draw up an EU shall draw up an EU srlrerlel e 2L
declaration of conformity declaration of conformity | declaration-of-conformity
in accordance with Article in accordance with Article | inaecordancewith-Articte
48 and affix the CE 48 and affix the CE el e
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Presidency3

marking of conformity in marking of conformity in el e
accordance with Article accordance with Article e e
49, 49. 49-deleted
Article 19(2)

2. For high-risk Al 2. Fou-hish- sk
systems referred to in point deleted deleted systenrs+eferred-to-rpoint
5(b) of Annex III that are Sthl-ofAnnex-tiltharare
placed on the market or put pleeebotlienelioros
into service by providers e e e b
that are credit institutions el e e

341 | regulated by Directive instirutions-regutated-hy
2013/36/EU, the Dfpeefpa 2 DL el
conformity assessment o e e s g
shall be carried out as part sherll-he-carried-out-as-part
of the procedure referred to ofthe-procedire-referred
in Articles 97 to101 of that temt e e e L
Directive. that-Directive-deleted

Article 20
Article 20 Article 20 Article 20 Article 20
Automatically generated Automatically generated Automatically generated Automatically generated
342 logs logs logs logs
Text Origin:
Commission Proposal
| Article 20(1)
343
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Commission Proposal

1. Providers of high-risk
Al systems shall keep the
logs automatically
generated by their high-
risk Al systems, to the
extent such logs are under
their control by virtue of a
contractual arrangement
with the user or otherwise
by law. The logs shall be
kept for a period that is
appropriate in the light of
the intended purpose of
high-risk Al system and
applicable legal obligations
under Union or national
law.

EP Mandate

1. Providers of high-risk
Al systems shall keep the
logs automatically
generated by their high-
risk Al systems, to the
extent such logs are under
their control-by—virtue-of-¢
e e e
L o] ) )
by-tevw-, Without prejudice
to applicable Union or
national law, the logs shall

Council Mandate

1. Providers of high-risk
Al systems shall keep the
logs, referred to in Article

Draft Agreement

1. Providers of high-risk
Al systems shall keep the
logs, referred to in Article

12(1), automatically
generated by their high-
risk Al systems, to the
extent such logs are under
their control by virtue of a
contractual arrangement
with the user or otherwise

by law. FhetogsThey shall
betkeptkeep them for a

12(1), automatically
generated by their high-
risk Al systems, to the
extent such logs are under
their control /by virtue of a
contractual arrangement
with the user or otherwise
by law/. Without prejudice
to applicable Union or

be kept for a period thatis | period thatis-appropriate | national law, —the logs
appropriate-inthelichtof | inthelichtof theintended | shall be kept for a period
theiptendledpnpsacaal ey e thatis-appropriate inthe
e s sestem-and-applicable tight-ofto the intended
epplimerblo e Lol ol gL purpose of the high-risk Al
oblications-wnder-Unionor | Union-ornationallewof at | system, of at least 6
nationai-tawof at least 6 least six months, unless months, unless provided
months. The retention provided otherwise in otherwise in applicable
period shall be in applicable Union or eelepplica bl laced
accordance with industry | national law, in particular | oblicationswnder Union or

standards and appropriate

in Union law on the

to the intended purpose of

protection of personal

high-risk Al system.

data.

national law, in particular
in Union law on the
protection of personal
data.

Presidency3

Article 2

0(2)

2. Providers that are credit

2. Providers that are credit

2. Providers that are

2. Providers that are

344 institutions regulated by institutions regulated by ereditfinancial institutions | ereditfinancial institutions
Directive 2013/36/EU shall | Directive 2013/36/EU shall | regutated-by-Directive regituted-br-Pirective
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Commission Proposal

maintain the logs
automatically generated by
their high-risk Al systems

EP Mandate

maintain the logs
automatically generated by
their high-risk Al systems

Council Mandate

204336/ Usubject to
requirements regarding

Draft Agreement

2043436/ Usubject to
requirements regarding

their internal governance,

their internal governance,

Presidency3

as part of the as part of the arrangements or processes | arrangements or processes
documentation under documentation under under Union financial under Union financial
Articles 74 of that Articles 74 of that services legislation shall services legislation shall
Directive. Directive. maintain the logs maintain the logs
automatically generated by | automatically generated by
their high-risk Al systems | their high-risk Al systems
as part of the as part of the
documentation kept under | documentation kept under
Directivethe relevant Directivethe relevant
financial service financial service
legislation. legislation.
Text Origin: Council
Mandate
Article 2
Article 21 Article 21 Article 21 Article 21

Corrective actions

Corrective actions

Corrective actions

Corrective actions and

345 duty of information
Text Origin:
Commission Proposal
Article 2
345a
deleted
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Presidency3

Article 2

1, first paragraph

Providers of high-risk Al
systems which consider or
have reason to consider
that a high-risk Al system
which 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 or to recall it,
as appropriate. They shall

Providers of high-risk Al
systems which consider or
have reason to consider
that a high-risk Al system
which 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

Providers of high-risk Al
systems which consider or
have reason to consider
that a high-risk Al system
which they have placed on
the market or put into
service is not in conformity
with this Regulation shall
immediately investigate,
where applicable, the
causes in_collaboration
with the reporting user
and take the necessary

to recall it, as appropriate.

corrective actions to bring

Providers of high-risk Al
systems which consider or
have reason to consider
that a high-risk Al system
which 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

346 inform the distributors of In the cases referred to | that system into appropriate. They shall
the high-risk Al system in | in the first paragraph, conformity, to withdraw it | inform the distributors of
question and, where providers—Fey shall or to recall it, as the high-risk Al system in
applicable, the authorised | immediately inform: appropriate. They shall question and, where
representative and __a. the distributors; inform the distributors of applicable, the deployers,
importers accordingly. b. the importers; the high-risk Al system in | the authorised
c. the national question and, where representative and
competent authorities of applicable, the authorised | importers accordingly.
the high-riskMember representative and
States in which they made | importers accordingly.
the Al system in-guestion
and-available or put it into
service; and
__d. where applicable—the
erntlrepied e e
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Commission Proposal

EP Mandate
e e
accordingtypossible, the
deployer.

Council Mandate

Draft Agreement

Presidency3

Article 2

1, first paragraph la

346a

The providers shall also
inform the authorised
representative, if one was
appointed in accordance
with Article 25, and the
notified body if the high-
risk Al system had to
undergo a third-party
conformity assessment in
accordance with Article
43. Where applicable, they
shall also investigate the
causes in collaboration
with the deployer.

Where the high-risk Al
system presents a risk
within the meaning of
Article 65(1) and the
provider becomes aware of

that risk, they shall
immediately investigate
the causes, in
collaboration with the
reporting [user/deployer],
where applicable, and
inform the [competent
authorities] of the
Member States in which
they made the high-risk
Al system available and,
where applicable, the
notified body that issued a
certificate for the high-
risk Al system in
accordance with Article
44, in particular, of the
nature of the non-
compliance and of any
relevant corrective action
taken.
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Text Origin: EP
Mandate

Pres1dency3

Article 22
Article 22 Article 22 Article 22 Article 22
i Duty of information Duty of information Duty of information Puty-of tnformationdeleted
Text Origin:
Commission Proposal
Article 22, first paragraph

Where the high-risk Al Where the high-risk Al Where the high-risk Al Heherethe-hich-risk—H
system presents a risk system presents a risk system presents a risk B e e
within the meaning of within the meaning of within the meaning of sttt e ol
Article 65(1) and that risk | Article 65(1) and that+isk | Article 65(1) and that risk | Artiete65(1)-and-thatrisk
is known to the provider of | irowntotheproviderof | is known to the provider of | istrownto-theprovider-of
the system, that provider the-systemithe provider of | the system, that provider e el el e
shall immediately inform the system becomes aware | shall immediately inform shett-mmmediatel-inforn
the national competent of that risk, that provider the national competent B i e
authorities of the Member | shall immediately inform authorities of the Member | authorities-ofthe Member
348 | States in which it made the | the national States in which it made the | Statesin-whichitmadethe
system available and, competentSupervisory system available and, sop el bl b
where applicable, the authorities of the Member | where applicable, the el plicable e
notified body that issued a | States in which it made the | notified body that issued a | wotified-bodythat-issued-a
certificate for the high-risk | system available and, certificate for the high-risk | eertificatefor-thehich—risk
Al system, in particular of | where applicable, the Al system, in particular of | Afsystem—inparticntarof
the non-compliance and of | notified body that issued a | the non-compliance and of | thenon-—compliance-and-of
any corrective actions certificate for the high-risk | any corrective actions B e
taken. Al system, in particular the | taken. el
nature of the non-
Text Origin: EP
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Commission Proposal

EP Mandate

compliance and of any
relevant corrective actions
taken.

Council Mandate

Mandate

Draft Agreement

Pres1dency3

Article 2

2, paragraph 1a (new)

348a

la In the cases referred to
inthe first paragraph,
providers of the high-risk
Al system shall
immediately inform:

a) the distributors;

b) the importers;

¢) the national
competent authorities of
the Member States in
which they made the AI
system available or put it
into service; and

d) where possible, the

deployers.

Article 2

2, paragraph 1b (new)

348b

1b The providers shall
also inform the authorised
representative, if one was

appointed in accordance
with Article 25.

| Article 2

2, fourth paragraph
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Commission Proposal EP Mandate Council Mandate Draft Agreement Presidency3

348c deleted
Article 22, fifth paragraph

348d deleted
Article 22, sixth paragraph

I48e deleted
Article 23

Article 23 Article 23 Article 23 Article 23
Cooperation with Cooperation with Cooperation with Cooperation with
349 competent authorities competent authorities, the competent authorities competent authorities_/and

Office and the

Commission

the Al Office]

Article 23, first paragraph

Providers of high-risk Al
systems shall, upon request

Providers and where
applicable, deployers of

Providers of high-risk Al
systems shall, upon request

Providers of high-risk Al
systems shall, upon g

350 by a national competent high-risk Al systems shall, | by a national competent reasoned request by a
authority, provide that upon a reasoned request authority, provide that national competent
authority with all the by a national competent authority with all the authority_or where
15688/23 RB/ek 220
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Commission Proposal

information and
documentation necessary
to demonstrate the
conformity of the high-risk
Al system with the
requirements set out in
Chapter 2 of this Title, in
an official Union language
determined by the Member
State concerned. Upon a
reasoned request from a
national competent
authority, providers shall
also give that authority
access to the logs
automatically generated by
the high-risk Al system, to
the extent such logs are
under their control by
virtue of a contractual
arrangement with the user
or otherwise by law.

EP Mandate

authority_or where
applicable, by the AI
Office or the Commission,

provide them;—providethat
anthority with all the

information and
documentation necessary
to demonstrate the
conformity of the high-risk
Al system with the
requirements set out in
Chapter 2 of this Title, in
an official Union language
determined by the Member
State concerned. Hpon-«a

Council Mandate

information and
documentation necessary
to demonstrate the
conformity of the high-risk
Al system with the
requirements set out in
Chapter 2 of this Title, in
determineda language
which can be easily
understood by the
authority of the Member
State concerned. Upon a
reasoned request from a
national competent
authority, providers shall
also give that authority
access to the logs, referred
to in Article 12(1),
automatically generated by
the high-risk Al system, to
the extent such logs are
under their control by
virtue of a contractual
arrangement with the user
or otherwise by law.

Draft Agreement

applicable, by the [A]
Officel, provide them:
provid ethat-anthorit: with
all the information and
documentation necessary
to demonstrate the
conformity of the high-risk
Al system with the
requirements set out in
Chapter 2 of this Title, in

e ot Lo
B 1
language which can be
easily understood by the
hichrish AL ’ .
B e
i - v
contractual-arransement
o A .
by-tervauthority in an
official Union language
determined by the Member
State concerned.

Presidency3

| Article 23, first paragraph a
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Commission Proposal EP Mandate Council Mandate Draft Agreement Presidency3
350
a deleted
Article 23, paragraph 1a

la Upon a reasoned la Upon a reasoned
request by a national request by a national
competent authority or, competent authority or,
where applicable, by the where applicable, by the
Commission, providers [AI Officel, providers
and, where applicable, shall also give the
deployers shall also give requesting national
the requesting national competent authority, as

350D competent authority or the applicable, access to the
Commission, as logs referred to in Article
applicable, access to the 12(1) automatically
logs automatically generated by the high-risk
generated by the high-risk Al system to the extent
Al system, to the extent such logs are under their
such logs are under their control.
control,

Text Origin: EP
Mandate
Article 23, paragraph 1b

(1b) Any information (1b) Any information

350¢ obtained by a national obtained by a national
competent authority or by competent authority
the Commission pursuant pursuant to the provisions
to the provisions of this of this Article shall be
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Commission Proposal

EP Mandate

Article shall be considered
a trade secret and be
treated in compliance with
the confidentiality
obligations set out in
Article 70.

Council Mandate

Draft Agreement

treated in compliance with

the confidentiality
obligations set out in
Article 70.

Text Origin: EP
Mandate

Pres1dency3

Article 23a

350d

Article 23a
Conditions for other
persons to be subject to
the obligations of a

provider

Deleted from here, included
in article 28

Article 23a(1)

350e

1. Any natural or legal
person shall be considered

a provider of a new high-
risk Al system for the
purposes of this

Regulation and shall be
subject to the obligations
of the provider under
Article 16, in any of the
following circumstances:

| Article 23a(1), point (a)

350f
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Commission Proposal

EP Mandate

Council Mandate

(a) they put their name or
trademark on a high-risk
Al system already placed
on the market or put into
service, without prejudice
to contractual
arrangements stipulating
that the obligations are
allocated otherwise;

Draft Agreement Pres1dency3

Article 23a(1), point (b)

350g

(b) they make a
substantial modification to

a high-risk Al system
already placed on the
market or put into service;

Article 23a(1), point (c)

350h

(c) they modify the

intended purpose of an AI
system which is not high-
risk and is already placed
on the market or put ito
service, in a way which
makes the modified system
a_high-risk Al system;

| Article 23a(1), point (d)
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3501

Commission Proposal

EP Mandate

Council Mandate

(d) they place on the
market or put into seivice
a general purpose Al
system as a high-risk AI
system _or as a component
of a high-risk Al system.

Draft Agreement Pres1dency3

Article 2

3a(2)

350

2. Where the
circumstances referred to
in paragraph 1, point (a)
or (c), occur, the provider
that initially placed the
high-risk Al system on the
market or put it into
service shall no longer be
considered a provider for
the purposes of this

Regulation.

Article 2

3a(3), first subparagraph

3. For high-risk AI
systems that are safety
components of products to

S which the legal acts listed
in Annex I, section A
apply, the manufacturer
of those products shall be
15688/23 RB/ek 225
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Commission Proposal

EP Mandate

Council Mandate

considered the provider of
the high-risk Al system
and shall be subject io the
obligations under Article
16 under either of the
following scenarios:

Draft Agreement

Presidency3

Article 2

3a(3), second subparagraph

(i) _the high-risk AI
system is placed on the
market together with the
product under the name
or trademark of the
product manufacturer;

3501 (ii) _the high-risk AI
system is put into service
under the the name or
trademark of the product
manufacturer after the
product has been placed
on the market.
Article 23a
Sl deleted
Article 24
351
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Commission Proposal EP Mandate Council Mandate Draft Agreement
Article 24 Article 24
Obligations of product Obligations of product deleted
manufacturers manufacturers
Article 24, first paragraph
Where a high-risk Al Where a high-risk Al
system related to products | system related to products deleted
to which the legal acts to which the legal acts
listed in Annex II, section | listed in Annex II, section
A, apply, is placed on the A, apply, is placed on the
market or put into service | market or put into service
together with the product together with the product
manufactured in manufactured in
accordance with those accordance with those
legal acts and under the legal acts and under the
name of the product name of the product
352 manufacturer, the manufacturer, the
manufacturer of the manufacturer of the
product shall take the product shall take the
responsibility of the responsibility of the
compliance of the Al compliance of the Al
system with this system with this
Regulation and, as far as Regulation and, as far as
the Al system is the Al system is
concerned, have the same concerned, have the same
obligations imposed by the | obligations imposed by the
present Regulation on the | present Regulation on the
provider. provider.
| Article 25 |
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Commission Proposal

EP Mandate

Article 25
Authorised representatives

Council Mandate

Article 25
Authorised representatives

Draft Agreement

Article 25
Authorised representatives

Text Origin:
Commission Proposal

Pres1dency3

1. Prior to making their
systems available on the
Union market, where-ar
importer-cannot-be
identified—providers
established outside the
Union shall, by written
mandate, appoint an
authorised representative
which is established in the
Union.

1. Prior to making their
systems available on the
Union market—where-an
importer-cannot-be
identified: providers
established outside the
Union shall, by written
mandate, appoint an
authorised representative
which is established in the
Union.

1. Prior to making their
systems available on the
Union market—where-e#
mporter-cannot-be
identified: providers
established outside the
Union shall, by written
mandate, appoint an
authorised representative
which is established in the
Union.

Text Origin: Council

Mandate

la. The authorised
representative shall reside
or be established in one of
the Member States where
the activities pursuant to
Article 2, paragraphs

Text Origin: EP
Mandate

Article 25
Authorised representatives
353
Article 25(1)
1. Prior to making their
systems available on the
Union market, where an
importer cannot be
identified, providers
established outside the
354 | Union shall, by written
mandate, appoint an
authorised representative
which is established in the
Union.
Article 25(1a)
354a
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Commission Proposal

EP Mandate

1(cb) are taking place.

Council Mandate

Draft Agreement

Presidency3

Article 25(1b)
1b. The provider shall Ib. The provider shall
provide its authorised enable its authorised
representative with the representative to perform

354b necessary powers and its tasks under this
resources to comply with Regulation.
its tasks under this
0 Text Origin: EP

Regulation. Verdate

Article 25(2)

2. The authorised
representative shall
perform the tasks specified
in the mandate received
from the provider. The
mandate shall empower the
authorised representative
to carry out the following

2. 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

2. The authorised
representative shall
perform the tasks specified
in the mandate received
from the provider. For the

purpose of this

Regulation, the mandate

surveillance authorities

shall empower the

2. 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
surveillance authorities

355 . . . .
tasks: upon request, in one of authorised representative upon request, in one of

the official languages of to carry out only the the official languages of
the institution of the following tasks: the institution of the
Union determined by the Union determined by the
national competent national competent
authority. For the purpose authority. For the purpose
of this Regulation, the of this Regulation, the
mandate shall empower the mandate shall empower the
authorised representative authorised representative
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Commission Proposal

EP Mandate

to carry out the following
tasks:

Council Mandate

Draft Agreement

to carry out the following
tasks:

Text Origin: EP
Mandate

Presidency3

Article 2

5(2), point (-a)

(-a) verify that the EU
declaration of conformity

(-a) verify that the EU
declaration of conformity

and the technical
documentation have been

and the technical
documentation have been

drawn up and that an

drawn up and that an

355a appropriate conformity appropriate conformity
assessment procedure has | assessment procedure has
been _carried out by the been _carried out by the
provider; provider;
Text Origin: Council
Mandate
Article 25(2), point (a)

(a) keep a copy of the EU
declaration of conformity

(a) keep-acopyofensure
that the EU declaration of

(a) keep acopyatthe
disposal of the £t/

(a) keep acopyat the
disposal of the £t/

and the technical conformity and the deelaration-of-cotforniity | declaration-of-conformity
documentation at the technical documentation e | and-thetechnical et e
356 . . . . . .
disposal of the national thredlbpentlatlreprantianetl | doenreatatonaie oottt
competent authorities and | eempetent-anthoritics-and | disposainational disposainational
national authorities Resioned-cthorities competent authorities and | competent authorities and
referred to in Article 63(7); | referred-to-inArticte national authorities national authorities
63(Hhave been drawn up | referred to in Article referred to in Article
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Commission Proposal

EP Mandate

and that an appropriate

Council Mandate
63(7), for a period ending

Draft Agreement

63(7), for a period ending

conformity assessment

10 years after the high-

procedure has been
carried out by the

provider;

risk Al system has been

10 years after the high-
risk Al system has been

placed on the market or

placed on the market or

put into service, the
contact details of the
Fret et
e L tiomal
i y i
Artiete-63(Hprovider by
which the authorised
representative has been

put into service, the

contact details of the

1en lone Leomperont
2N i etiomal
2 ) ; oo

; Q' rovider by
which the authorised

representative has been

appointed, a copy of the

appointed, a copy of the

EU declaration of
conformity, the technical

EU declaration of
conformity, the technical

documentation and, if

applicable, the certificate

documentation and, if

applicable, the certificate

Presidency3

issued by the notified issued by the notified
body; body;
Text Origin: Council
Mandate
Article 25, second paragraph, point (aa)
(aa) keep at the disposal
of the national competent
authorities and national
356a authorities referred to in
Article 63(7), a copy of the
EU declaration of
conformity, the technical
documentation and, if
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Commission Proposal EP Mandate Council Mandate Draft Agreement
applicable, the certificate
issued by the notified
body;
Article 25(2), point (b)
(b) provide a national (b) provide a national (b) provide a national (b) provide a national
competent authority, upon | competent authority, upon | competent authority, upon | competent authority, upon
a reasoned request, with all | a reasoned request, with all | a reasoned request, with all | a reasoned request, with all
the information and the information and the information and the information and
documentation necessary documentation necessary documentation, including | documentation, including
to demonstrate the to demonstrate the that kept according to that kept according to
conformity of a high-risk conformity of a high-risk point (b), necessary to point (a), necessary to
Al system with the Al system with the demonstrate the demonstrate the
requirements set out in requirements set out in conformity of a high-risk conformity of a high-risk
Chapter 2 of this Title, Chapter 2 of this Title, Al system with the Al system with the
including access to the logs | including access to the logs | requirements set out in requirements set out in
automatically generated by | automatically generated by | Chapter 2 of this Title, Chapter 2 of this Title,
357 | the high-risk Al system to | the high-risk Al system to | including access to the including access to the
the extent such logs are the extent such logs are logs, referred to in Article | logs, as referred to in
under the control of the under the control of the 12(1), automatically Article 12(1),
provider by virtue of a provider-by—virtie-of ¢ generated by the high-risk | automatically generated by
contractual arrangement CORFACHICH-CITEgenent Al system to the extent the high-risk Al system to
with the user or otherwise | with-theuser-orotherwise | such logs are under the the extent such logs are
by law; DLy control of the provider by | under the control of the
virtue of a contractual provider /by virtue of a
arrangement with the user | contractual arrangement
or otherwise by law; with the user or otherwise
by law[/;
Text Origin: Council
Mandate
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Article 2

Commission Proposal
5(2), point (c)

EP Mandate

Council Mandate

Draft Agreement

Presidency3

(c) cooperate with
competent national
authorities, upon a
reasoned request, on any
action the latter takes in
relation to the high-risk Al

(c) cooperate with
eompetent-national
supervisory authorities,
upon a reasoned request,
on any action the
latterauthority takes in

(c) cooperate with
eompetent-national
competent authorities,
upon a reasoned request,
on any action the latter
takes in relation to the

(c) cooperate with
national competent
national[supervisory]
authorities, upon a
reasoned request, on any
action the latter takes in

358 | system. relationtoto reduce and high-risk Al system:; relation to the high-risk Al
mitigate the risks posed by systems, in particular to
the high-risk Al system:y reduce and mitigate the

risks posed by the high-
risk Al system;
Text Origin: Council
Mandate
Article 25(2), point (ca)
(ca) comply with the
registration obligations
referred to in Article 51(1)
and, if the registration of
358a the system is carried out
by the provider itself,
verify that the information
referred to in Annex VIII,
Part 11, 1 to 11, is correct.
| Article 25, second paragraph, point (ca)
358b . .
(ca) where applicable, (ca) where applicable,
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Commission Proposal

EP Mandate

comply with the
registration obligations

referred in Article 51, or,
if the registration is
carried out by the provider
itself, ensure that the
information referred to in
point 3 of Annex VIII is
correct,

Council Mandate

Draft Agreement

comply with the
registration obligations

referred in Article 51(1),
or, if the registration is
carried out by the provider
itself, ensure that the
information referred to in
[point 3] of Annex VIII is
correct,

Text Origin: EP
Mandate

Presidency3

Article 25, paragraph 2a

358¢

2a The authorised
representative shall be
mandated to be addressed,
in addition to or instead of
the provider, by, in
particular, the national

supervisory authority or
the national competent
authorities, on all issues
related to ensuring
compliance with this

Regulation.

2a The mandate shall
empower the authorised
representative to be
addressed, in addition to
or instead of the provider,
by [the national
supervisory authority] or
the national competent
authorities, on all issues
related to ensuring
compliance with this

Regulation.

Text Origin: EP
Mandate

| Article 25, paragraph 2b
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Commission Proposal

EP Mandate

(2b) The authorised
representative shall
terminate the mandate if it
considers or has reason to
consider that the provider
acts contrary to its
obligations under this
Regulation. In such a
case, it shall also
immediately inform the

Council Mandate

Draft Agreement

(2b) The authorised
representative shall
terminaie the mandate if it
considers or has reason to
consider that the provider
acts contrary to its
obligations under this
Regulation. In such a
case, it shall also
immediately inform the

Presidency3

358d national supervisory national supervisory
authority of the Member authority of the Member
State in which it is State in which it is
established, as well as, established, as well as,
where applicable, the where applicable, the
relevant notified body, relevant notified body,
about the termination of about the termination of
the mandate and the the mandate and the
reasons thereof. reasons thereof.
Text Origin: EP
Mandate
Article 25(2a)
2a. The authorised
representative shall covered in line above.
358 terminate the mandate if it
e .
has sufficient reasons to
consider that the provider
acts contrary to its
obligations under this
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Commission Proposal

EP Mandate

Council Mandate

Regulation. In such a
case, it shall also
immediately inform the
market surveillance
authority of the Member
State in which it is
established, as well as,
where applicable, the
relevant notified body,
about the termination of
the mandate and the
reasons thereof.

Draft Agreement

Pres1dency3

Article 2

5(2a), second subparagraph

The authorised
representative shall be
legally liable for defective
Al systems on the same
basis as, and jointly and

Applies anyway.

Text Origin: Council
Mandate

358f severally with, the
provider in respect of its
potential liability under
Council Directive
85/374/EEC.
Article 26
Article 26 Article 26 Article 26 Article 26
359 Obligations of importers Obligations of importers Obligations of importers Obligations of importers
Text Origin:
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Commission Proposal

Pres1dency3

Article 26

(1)

1. Before placing a high-
risk Al system on the
market, importers of such
system shall ensure that:

1. Before placing a high-
risk Al system on the
market, importers of such
system shall ensure that
such a system is in

1. Before placing a high-
risk Al system on the
market, importers of such
system shall ensure that
such a system is in

1. Before placing a high-
risk Al system on the
market, importers of such
system shall ensure that
such a system is in

360 conformity with this conformity with this conformity with this
Regulation by ensuring Regulation by verifying Regulation by verifying
that: that: that:
Text Origin: Council
Mandate
Article 26(1), point (a)
(a) the appropriate (a) the (a) the (a) the
conformity assessment appropriaterelevant appropriaterelevant appropriaterelevant
procedure has been carried | conformity assessment conformity assessment conformity assessment
out by the provider of that | procedure referred to in procedure referred to in procedure referred to in
361 | Al system Article 43 has been carried | Article 43 has been carried | Article 43 has been carried
out by the provider of that | out by the provider of that | out by the provider of that
Al systemy Al systemy Al system;
Text Origin: Council
Mandate
| Article 26(1), point (b) |
l 362
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Commission Proposal

(b) the provider has drawn
up the technical
documentation in

accordance with Annex IV;

EP Mandate

(b) the provider has drawn
up the technical
documentation in
accordance with Article 11
and Annex 1V;

Council Mandate

(b) the provider has drawn
up the technical
documentation in
accordance with Annex IV;

Draft Agreement

(b) the provider has drawn
up the technical
documentation in
accordance with Article 11
and Annex 1V;

Text Origin: EP
Mandate

Pres1dency3

Article 2

6(1), point (c)

(c) the system bears the
required conformity
marking and is
accompanied by the

(c) the system bears the
required conformity
marking and is
accompanied by the

(c) the system bears the
required CE conformity
marking and is
accompanied by the

(c) the system bears the
required CE conformity
marking and is
accompanied by the

363 | required documentation required documentation regitired-docnmentationEU | reqitired-docwnentationEU
and instructions of use. and instructions of use. declaration of conformity | declaration of conformity
and instructions of use:; and instructions of use:;
Text Origin: Council
Mandate
Article 26(1), point (ca)
(ca) the authorised
representative referred to
363a in Article 25 has been
established by the
provider.
| Article 26(1), point (ca)
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Commission Proposal

EP Mandate

(ca) where applicable, the
provider has appointed an

authorised representative

Council Mandate

Draft Agreement

(ca) the provider has
appointed an authorised
representative in

Presidency3

363b in accordance with Article accordance with Article
25(1). 25(1).
Text Origin: EP
Mandate
Article 26(2)
2. Where an importer 2. Where an importer 2. Where an importer 2. Where an importer
considers or has reason to | considers or has reason to | considers-or-hasreasornhas | considers-or-hashas
consider that a high-risk Al | consider that a high-risk Al | sufficient reasons to sufficient reason to
system is not in conformity | system is not in conformity | consider that a high-risk Al | consider that a high-risk Al
with this Regulation, it with this Regulation, or is | system is not in conformity | system is not in conformity
shall not place that system | counterfeit, or with this Regulation, oris | with this Regulation, or is
on the market until that Al | accompanied by falsified falsified, or accompanied | falsified, or accompanied
system has been brought documentation it shall not | by falsified by falsified
into conformity. Where the | place that system on the documentation, it shall not | documentation, it shall not
364 high-risk Al system market until that Al system | place that system on the place that system on the
presents a risk within the has been brought into market until that Al system | market until that Al system
meaning of Article 65(1), | conformity. Where the has been brought into has been brought into
the importer shall inform high-risk Al system conformity. Where the conformity. Where the
the provider of the Al presents a risk within the high-risk Al system high-risk Al system
system and the market meaning of Article 65(1), | presents a risk within the presents a risk within the
surveillance authorities to | the importer shall inform meaning of Article 65(1), meaning of Article 65(1),
that effect. the provider of the Al the importer shall inform the importer shall inform
system and the market the provider of the Al the provider of the Al
surveillance authorities to | system, the authorised system_, the authorised
that effect. representatives and the representatives -and the
market surveillance market surveillance
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Commission Proposal

EP Mandate

Council Mandate

authorities to that effect.

Draft Agreement

authorities to that effect.

Pres1dency3

Article 26(3) |

3. Importers shall indicate | 3. Importers shall indicate | 3. Importers shall indicate | 3. Importers shall indicate
their name, registered trade | their name, registered trade | their name, registered trade | their name, registered trade
name or registered trade name or registered trade name or registered trade name or registered trade
mark, and the address at mark, and the address at mark, and the address at mark, and the address at
which they can be which they can be which they can be which they can be
contacted on the high-risk | contacted on the high-risk | contacted on the high-risk | contacted on the high-risk
Al system or, where that is | Al system ex—wherethatis | Al system or, where that is | Al system or—wherethat-is

365 | not possible, on its not-possible.and on its not possible, on its not-possible.and on its
packaging or its packaging or its packaging or its packaging or its
accompanying accompanying accompanying accompanying
documentation, as documentation, aswhere documentation, as documentation, aswhere
applicable. applicable. applicable. applicable.

Text Origin: EP
Mandate
Article 26(4)

4. Importers shall ensure 4. Importers shall ensure 4. Importers shall ensure 4. Importers shall ensure
that, while a high-risk Al that, while a high-risk Al that, while a high-risk Al that, while a high-risk Al
system is under their system is under their system is under their system is under their
responsibility, where responsibility, where responsibility, where responsibility, where

366 | applicable, storage or applicable, storage or applicable, storage or applicable, storage or
transport conditions do not | transport conditions do not | transport conditions do not | transport conditions do not
jeopardise its compliance | jeopardise its compliance | jeopardise its compliance | jeopardise its compliance
with the requirements set with the requirements set with the requirements set with the requirements set
out in Chapter 2 of this out in Chapter 2 of this out in Chapter 2 of this out in Chapter 2 of this
Title. Title. Title. Title.
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Text Origin: Council

Mandate

Presidency3

Article 26(4a)
4a. Importers shall keep, | 4a. Importers shall keep,
for a period ending 10 for a period ending 10
vears after the Al system vears after the Al system
has been placed on the has been placed on the
market or put into service, | market or put into service,
a _copy of the certificate a_copy of the certificate
366a issued by the notified issued by the notified
body, where applicable, of | body, where applicable, of
the instructions for use the instructions for use
and of the EU declaration | and of the EU declaration
of conformity. of conformity.
Text Origin: Council
Mandate
Article 26(5)

5. Importers shall provide
national competent
authorities, upon a
reasoned request, with all

5. Importers shall provide
national competent
authorities, upon a
reasoned request, with all

5. Importers shall provide
national competent
authorities, upon a
reasoned request, with all

5. _Importers shall provide
national competent
authorities, upon a
reasoned request, with all

367 . . . . ) . . .
necessary information and | the necessary information | necessary information and | the necessary information
documentation to and documentation to documentation, including | and documentation
demonstrate the demonstrate the that kept in accordance including that kept in
conformity of a high-risk conformity of a high-risk with paragraph 5, to accordance with
Al system with the Al system with the demonstrate the paragraph 4a to
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Commission Proposal

requirements set out in
Chapter 2 of this Title in a
language which can be
easily understood by that
national competent
authority, including access
to the logs automatically
generated by the high-risk
Al system to the extent
such logs are under the
control of the provider by
virtue of a contractual
arrangement with the user
or otherwise by law. They
shall also cooperate with
those authorities on any
action national competent
authority takes in relation
to that system.

EP Mandate

requirements set out in
Chapter 2 of this Title in a
language which can be
easily understood by #hat

HesHotteH-contperent
anthoritythem, including
access to the logs
automatically generated by
the high-risk Al system to
the extent such logs are
under the control of the

provider byvirtne-of-

L s Lot
Lot e i
accordance with Article
20.

Council Mandate

conformity of a high-risk
Al system with the
requirements set out in
Chapter 2 of this Title in a
language which can be
easily understood by that
national competent

authority—inctudineeaecess
tomthe e e e

= To
this purpose they shall also

R e e S
Lot .
rert b Lot

to-that-systenrensure that

the technical
documentation can be
made available to those
authorities.

Draft Agreement

demonstrate the
conformity of a high-risk
Al system with the
requirements set out in
Chapter 2 of this Title in a
language which can be
easily understood by #at

Frete e st

drrangenenivith-the-user

; -them.
To this purpose they shall
also coopepateeitese
Freste e e
to-that-systenrensure that
the technical
documentation can be
made available to those
authorities.

Presidency3

Article 26(5a)
367a Sa. Importers shall - .
cooperate with national ;ji;agé el Ceninea
15688/23 RB/ek 242
ANNEX TREE.2.B LIMITE EN



Commission Proposal

EP Mandate

Council Mandate

competent authorities on
any action those
authorities take in relation

to an Al system, of which
they are the importer.

Draft Agreement

Presidency3

Article 26(5a)
Sa. Importers shall Sa. Importers shall
cooperate with national cooperate with national
competent authorities on competent authorities on
any action those any action those
authorities take to reduce authorities take, in
367b and mitigate the risks particular to reduce and
posed by the high-risk AI mitigate the risks posed by
system. the high-risk Al system.
Text Origin: EP
Mandate
Article 27
Article 27 Article 27 Article 27 Article 27
368 Obligations of distributors | Obligations of distributors | Obligations of distributors | Obligations of distributors
Text Origin:
Commission Proposal
Article 27(1)
369 . . . . . . . .
1. Before making a high- 1. Before making a high- 1. Before making a high- 1. Before making a high-
15688/23 RB/ek 243
ANNEX | TREE.2.B LIMITE EN



Commission Proposal

risk Al system available on
the market, distributors
shall verify that the high-
risk Al system bears the
required CE conformity
marking, that it is
accompanied by the
required documentation
and instruction of use, and
that the provider and the
importer of the system, as
applicable, have complied
with the obligations set out
in this Regulation.

EP Mandate

risk Al system available on
the market, distributors
shall verify that the high-
risk Al system bears the
required CE conformity
marking, that it is
accompanied by the
required documentation
and instruction of use, and
that the provider and the
importer of the system, as
applicable, have complied
with thetheir obligations
set out in this Regulation
in Articles 16 and 26

respectively.

Council Mandate

risk Al system available on
the market, distributors
shall verify that the high-
risk Al system bears the
required CE conformity
marking, that it is
accompanied by #e
posrtredbd e e niaiong
copy of EU declaration of

Draft Agreement

risk Al system available on
the market, distributors
shall verify that the high-
risk Al system bears the
required CE conformity
marking, that it is
accompanied by #he

ponn wble e

copy of EU declaration of

conformity and instruction
of use, and that the

provider and the importer
of the system, as
applicable, have complied
with thetheir obligations

conformity and instruction
of use, and that the

provider and the importer
of the system, as
applicable, have complied
with thetheir obligations

set out ithis set out in s
ResulationArticle 16, point | ReswlationArticle 16, point
(b) and 26(3) respectively. | (aa) and (b) and 26(3)

respectively.

Presidency3

Article 2

7(2)

2. Where a distributor
considers or has reason to
consider that a high-risk Al
system is not in conformity

2. Where a distributor
considers or has reason to

consider, on the basis of

the information in its

2. Where a distributor
considers or has reason to
consider that a high-risk Al
system is not in conformity

2. Where a distributor
considers or has reason to

consider, on the basis of

the information in its

370 | with the requirements set possession that a high-risk | with the requirements set possession, that a high-risk
out in Chapter 2 of this Al system is not in out in Chapter 2 of this Al system is not in
Title, it shall not make the | conformity with the Title, it shall not make the | conformity with the
high-risk Al system requirements set out in high-risk Al system requirements set out in
available on the market Chapter 2 of this Title, it available on the market Chapter 2 of this Title, it
until that system has been | shall not make the high- until that system has been | shall not make the high-
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Commission Proposal

brought into conformity
with those requirements.
Furthermore, where the
system presents a risk
within the meaning of
Article 65(1), the
distributor shall inform the
provider or the importer of
the system, as applicable,

EP Mandate

risk Al system available on
the market until that
system has been brought
into conformity with those
requirements. Furthermore,
where the system presents
a risk within the meaning
of Article 65(1), the
distributor shall inform the

Council Mandate

brought into conformity
with those requirements.
Furthermore, where the
system presents a risk
within the meaning of
Article 65(1), the
distributor shall inform the
provider or the importer of
the system, as applicable,

Draft Agreement

risk Al system available on
the market until that
system has been brought
into conformity with those
requirements. Furthermore,
where the system presents
a risk within the meaning
of Article 65(1), the
distributor shall inform the

Presidency3

to that effect. provider or the importer of | to that effect. provider or the importer of
the system, the relevant the system, as applicable,
national competent to that effect.
authority, as applicable, to
that effect.
Article 27(3)
3. Distributors shall ensure | 3. Distributors shall ensure | 3. Distributors shall ensure | 3. Distributors shall ensure
that, while a high-risk Al that, while a high-risk Al that, while a high-risk Al that, while a high-risk Al
system is under their system is under their system is under their system is under their
responsibility, where responsibility, where responsibility, where responsibility, where
applicable, storage or applicable, storage or applicable, storage or applicable, storage or
transport conditions do not | transport conditions do not | transport conditions do not | transport conditions do not
371 jeopardise the compliance | jeopardise the compliance | jeopardise the compliance | jeopardise the compliance
of the system with the of the system with the of the system with the of the system with the
requirements set out in requirements set out in requirements set out in requirements set out in
Chapter 2 of this Title. Chapter 2 of this Title. Chapter 2 of this Title. Chapter 2 of this Title.
Text Origin: Council
Mandate
| Article 27(4) |
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Commission Proposal

4. A distributor that
considers or has reason to
consider that a high-risk Al
system which it has made
available on the market is
not in conformity with the
requirements set out in
Chapter 2 of this Title 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

EP Mandate

4. A distributor that
considers or has reason to
consider, on the basis of
the information in its
possession, that a high-risk
Al system which it has
made available on the
market is not in conformity
with the requirements set
out in Chapter 2 of this
Title shall take the
corrective actions
necessary to bring that
system into conformity
with those requirements, to

Council Mandate

4. A distributor that
considers or has reason to
consider that a high-risk Al
system which it has made
available on the market is
not in conformity with the
requirements set out in
Chapter 2 of this Title 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

Draft Agreement

4. A distributor that
considers or has reason to
consider, on the basis of
the information in its
possession, that a high-risk
Al system which it has
made available on the
market is not in conformity
with the requirements set
out in Chapter 2 of this
Title shall take the
corrective actions
necessary to bring that
system into conformity
with those requirements, to

Presidency3

372 | any relevant operator, as withdraw it or recall it or any relevant operator, as withdraw it or recall it or
appropriate, takes those shall ensure that the appropriate, takes those shall ensure that the
corrective actions. Where | provider, the importer or corrective actions. Where | provider, the importer or
the high-risk Al system any relevant operator, as the high-risk Al system any relevant operator, as
presents a risk within the appropriate, takes those presents a risk within the appropriate, takes those
meaning of Article 65(1), | corrective actions. Where | meaning of Article 65(1), | corrective actions. Where
the distributor shall the high-risk Al system the distributor shall the high-risk Al system
immediately inform the presents a risk within the immediately inform the presents a risk within the
national competent meaning of Article 65(1), | national competent meaning of Article 65(1),
authorities of the Member | the distributor shall authorities of the Member | the distributor shall
States in which it has made | immediately inform the States in which it has made | immediately inform the
the product available to provider or importer of the | the product available to provider or importer of the
that effect, giving details, | system and the national that effect, giving details, | system and the national
in particular, of the non- competent authorities of in particular, of the non- competent authorities of
compliance and of any the Member States in compliance and of any the Member States in
corrective actions taken. which it has made the corrective actions taken. which it has made the
product available to that product available to that
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Commission Proposal

EP Mandate

effect, giving details, in
particular, of the non-
compliance and of any
corrective actions taken.

Council Mandate

Draft Agreement

effect, giving details, in
particular, of the non-
compliance and of any
corrective actions taken.

Text Origin: EP
Mandate

Presidency3

Article 27(5)
5. Upon a reasoned 5. Upon a reasoned 5. Upon a reasoned 5. _Upon a reasoned
request from a national request from a national request from a national request from a national
competent authority, competent authority, competent authority, competent authority,
distributors of high-risk Al | distributors of the high-risk | distributors of high-risk Al | distributors of Aigh—riskAf
systems shall provide that | Al systemssystem shall systems shall provide that | systemsthe high- risk Al
authority with all the provide that authority with | authority with all the system shall provide that
information and all the information and information and authority with all the
documentation necessary documentation in their documentation #ecessary information and
to demonstrate the possession or available to | to-demonstratethe documentation regarding
conformity of a high-risk them, in accordance with | conformity-of-ahichrisk its activities as described
373 system with the the obligations of svsienwith-the in paragraph 1to 4
requirements set out in distributors as outlined in | requirements-set-ountin necessary to demonstrate
Chapter 2 of this Title. paragraph 1, that are s e e TR the conformity of a high-
Distributors shall also necessary to demonstrate Dpnmeibptomsbotloben risk system with the
cooperate with that the conformity of a high- R requirements set out in
national competent risk system with the nettionel-competent Chapter 2 of this Title.
authority on any action requirements set out in P e e Distributors-shatt-also
taken by that authority. Chapter 2 of this Title. terken--that cooperatevith-that
Lpeithntem e ek ie aunthorityregarding its e e
oot it e activities as described in B
ResioneH-conperent paragraph 1 to 4. tether-by—that-cnttliorite
el e e
B e e
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Commission Proposal EP Mandate Council Mandate Draft Agreement Pres1dency3
Article 27(5a) |
Sa. Distributors shall Sa. Distributors shall
cooperate with national cooperate with national
competent authorities on competent authorities on
any action those any action those
authorities take in relation | authoritics take in relation
to an Al system, of which | to an Al system, of which
373a they are the distributor. they are the distributor, in
particular to reduce or
mitigate the risk posed by
the high-risk Al system.
Text Origin: Council
Mandate
Article 27(5a)
Sa. Distributors shall
cooperate with national
competent authorities on
373b any act‘w.n those
authorities take to reduce
and mitigate the risks
posed by the high-risk Al
system.
Article 28
374 . . )
Article 28 Article 28 Article 28
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Commission Proposal EP Mandate Council Mandate Draft Agreement Presidency3
Obligations of distributors, Chliemeiiogat deleted Ol i af
importers, users or any Responsibilities along the Responsibilities along the
other third-party Al value chain of Al value chain of
providers, distributors, providers, distributors,
IMpOrters, #sers-or-ary IMpOrters, #sers-or-hy
deployers or other third- deployers or other third-
party-third parties party-third parties
This article will need some
tuning in order to avoid
duplicities with any provision
regarding GPAIS
Text Origin: EP
Mandate
Article 28(1)
1. Any distributor, 1. Any distributor, 1. Any distributor,
importer, user or other importer, #serdeployer or deleted importer, #serdeployer or
third-party shall be other third-party shall be other third-party shall be
considered a provider for considered a provider of a considered a provider of @
the purposes of this high-risk Al system for the high-risk Al system for the
Regulation and shall be purposes of this Regulation purposes of this Regulation
375 | subject to the obligations and shall be subject to the and shall be subject to the
of the provider under obligations of the provider obligations of the provider
Article 16, in any of the under Article 16, in any of under Article 16, in any of
following circumstances: the following the following
circumstances: circumstances:
Text Origin: EP
Mandate
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Article 2

Commission Proposal
8(1), point (a)

EP Mandate

Council Mandate

Draft Agreement

Presidency3

(a) they place on the (a) they place-on-the (a) they piaceput their (a) they placeonthe
market or put into service a | market-orputinto deleted name or trademark on a Hretket-or-pr-e
high-risk Al system under | serviceput their name or high-risk AI system serviceput their name or
their name or trademark; trademarkt on a high-risk already placed on the trademark on a high-risk
Al system wndertheir market or put into service, Al system wndertheir
376 name-or-trademarkalready [without prejudice to HEHHE-OF
placed on the market or contractual arrangements trademaricalready placed
put into service; stipulating that the on the market or put into
obligations are allocated service.
otherwise. |-chish-riskAL
sopste el e e e
trademark:
Article 28(1), point (b)
(b) they modify the (b) they modifi-the (b) they modif-the
intended purpose of a high- | intendedpurpose-ofimake a deleted intended-purpose-ofmake a
risk Al system already substantial modification to substantial modification to
placed on the market or put | a high-risk Al system that a high-risk Al system that
into service; has already been placed on has already been placed on
the market or has already the market or has already
377 been put into service and been put into service_and
in_ a way that it remains a in a way that it remains a
high-risk Al system in high-risk Al system in
accordance with Article 6; accordance with Article 6;
Text Origin: EP
Mandate
| Article 28(1), point (ba) |
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Commission Proposal

EP Mandate

(ba) they make a
substantial modification to

Council Mandate

(ba) they modify the
intended purpose of an AI

Draft Agreement

(ba) they modify the
intended purpose of an AI

an Al system, including a

system which is not high-

svstem, [including a

general purpose Al
system, which has not
been classified as high-

risk and is already placed

general purpose Al

on the market or put ito

system/, which has not

service, in_a way which

risk and has already been

makes the modified system

been classified as high-
risk and has already been

placed on the market or

a high-risk Al system;

placed on the market or

Pres1dency3

377a put into service in such put into service in such
manner that the Al system manner that the Al system
becomes a high risk AI becomes a high risk AI
system in_accordance with system in_accordance with
Article 6 Article 6
Waiting output of GPAIS.
Text Origin: EP
Mandate
Article 28(1), point (c)

(c) they make a substantial

(c) they make a substantial

(c) thev-make-crsubstanticd

378 | modification to the high- modification to the high- deleted e e e
risk Al system. risk Al system. riskeAl-system-deleted
Article 28(2)
2. Where the 2. Where the 2. Where the
379 | circumstances referred to circumstances referred to deleted circumstances referred to
in paragraph 1, point (b) or | in paragraph 1, point {b)}-e# in paragraph 1, point {5)}-6#
(c), occur, the provider that | ¢¢)(a) to (ba) occur, the tes(a) to (ba) occur, the
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Commission Proposal

initially placed the high-
risk Al system on the
market or put it into
service shall no longer be
considered a provider for
the purposes of this
Regulation.

EP Mandate
provider that initially

placed the Aigh-riskAl
system on the market or
put it into service shall no
longer be considered a
provider of that specific AI
system_for the purposes of
this Regulation._This
former provider shall

provide the new provider

with the technical
documentation and all
other relevant and
reasonably expected
information capabilities of
the Al system, technical
access or other assistance
based on the generally
acknowledged state of the
art that are required for
the fulfilment of the
obligations set out in this
Regulation.

This paragraph shall
also apply to providers of
foundation models as

defined in Article 3 when
the foundation model is
directly integrated in an
high-risk Al system.

Council Mandate

Draft Agreement

provider that initially
placed the Aigh-riskAl
system on the market or
put it into service shall no
longer be considered a
provider of that specific AI
system_for the purposes of
this Regulation._This
former provider shall

provide the new provider

with the technical
documentation and all
other relevant and
reasonably expected
information capabilities of
the Al system, technical
access or other assistance
based on the generally
acknowledged state of the
art that are required for
the fulfilment of the
obligations set out in this
Regulation.

[ This paragraph shall
also apply to providers of
foundation models as

defined in Article 3 when
the foundation model is
directly integrated in an
high-risk AI system.].
This paragraph shall not
apply in the cases where
the former provider has

Presidency3
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

expressely excluded the
change of its system into a
high-risk sytem and
therefore the obligation to
hand over the
documentation.

Text Origin: EP
Mandate

Presidency3

Article 28(2a) |

2a. The provider of a high | 2a. For high-risk AI 2a. For high-risk AI 2a. For high-risk AI
risk Al system and the systems that are safety systems that are safety systems that are safety
third party that supplies components of products to | components of products to components of products to
tools, services which the legal acts listed | which the legal acts listed which the legal acts listed
components or processes in Annex 11, section A in Annex 11, section A in Annex II, section A
that are used or integrated | apply, the manufacturer apply, the manufacturer apply, the manufacturer
in the high risk Al system | of those products shall be | of those products shall be of those products shall be
shall, by written considered the provider of | considered the provider of considered the provider of
agreement specify the the high-risk Al system the high-risk Al system the high-risk Al system

3794 information, capabilities, and shall be subject to the | and shall be subject to the and shall be subject to the
technical access, and or obligations under Article | obligations under Article obligations under Article
other assistance, based on | 16 under either of the 16 under either of the 16 under either of the
the generally following scenarios: following scenarios: following scenarios:
acknowledged state of the
art, that the third party is (i) _the high-risk Al (i) _the high-risk Al (i) the high-risk AI
required to provide in system is placed on the system is placed on the system is placed on the
order to enable the market together with the market together with the market together with the
provider of the high risk product under the name product under the name product under the name
Al system to fully comply | or trademark of the or trademark of the or trademark of the
with the obligations under | product manufacturer; product manufacturer; product manufacturer;
this Regulation. (ii) _the high-risk Al (ii) _the high-risk AI (ii) the high-risk Al
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Commission Proposal

EP Mandate

The Commission shall

Council Mandate

system is put into service

Draft Agreement

system is put into service

develop and recommend

under the the name or

non-binding model
contractual terms between

trademark of the product

under the the name or
trademark of the product

manufacturer after the

providers of high-risk AI

product has been placed

manufacturer after the
product has been placed

systems and third parties

on the market.

that supply tools, services,
components or processes
that are used or integrated
in_high-risk Al systems in
order to assist both parties
in drafting and
negotiating contracts with
balanced contractual
rights and obligations,
consistent with each
party’s level of control.

When developing non-
binding model contractual
terms, the Commission
shall take into account
possible contractual

requirements applicable in

specific sectors or
business cases. The non-
binding contractual terms
shall be published and be
available free of charge in
an_easily usable electronic
format on the AI Office’s

website.

on the market.

The provider of a high
risk Al system and the
third party that supplies
tools, services,
components or processes
that are used or integrated
in the high risk Al system
shall, by written
agreement specify the
information, capabilities,
technical access, and or
other assistance, based on

Presidency3

system is put into service
under the the name or
trademark of the product
manufacturer after the
product has been placed
on the market.

The provider of a high
risk Al system and the
third party that supplies
tools, services,
components or processes
that are used or integrated
in the high risk Al system
shall, by written
agreement specify the
information, capabilities,
technical access, and or
other assistance, based on

the generally
acknowledged state of the

art, that the third party is
required to provide in
order to enable the
provider of the high risk

Al system to fully comply
with the obligations under

the generally
acknowledged state of the

art, that the third party is
required to provide in
order to enable the
provider of the high risk
Al system to fully comply
with the obligations under

this Regulation.

[ The Commission shall
develop and recommend
non-binding model
contractual terms between
providers of high-risk A1

this Regulation.

Final wording linked to final
agreement on FM GPAI
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Commission Proposal EP Mandate Council Mandate Draft Agreement Presidency3

systems and third parties

that supply tools, services,
components or processes
that are used or integrated
in high-risk Al systems in
order to assist both parties
in drafting and
negotiating contracts with
balanced contractual
rights and obligations,
consistent with each
party’s level of control.
When developing non-
binding model contractual
terms, the Commission
shall take into account
possible contractual
requirements applicable in
specific sectors or
business cases. The non-
binding contractual terms
shall be published and be
available free of charge in
an _easily usable electronic
format on the Al Office’s

website. |

Row still to final checks after
agreements on FM and GPAL.

Text Origin: EP
Mandate

| Article 28(2b) |
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Commission Proposal EP Mandate Council Mandate Draft Agreement

2b. For the purposes of 2b. For the purposes of
this Article, trade secrets this Article, trade secrets
shall be preserved and shall be preserved and
shall only be disclosed shall only be disclosed
provided that all specific provided that all specific
necessary measures necessary measures
pursuant to Directive (EU) pursuant to Directive (EU)
2016/943 are taken in 2016/943 are taken in
advance to preserve their advance to preserve their
confidentiality, in confidentiality, in

379b particular with respect to particular with respect to
third parties. Where third parties. Where
necessary, appropriate necessary, appropriate
technical and technical and
organizational organizational
arrangements can be arrangements can be
agreed to protect agreed to protect
intellectual property rights intellectual property rights
or trade secrets. or trade secrets.

Text Origin: EP
Mandate
Article 28a
Article 28a Article 28a
Unfair contractual terms Position of Council:
379¢ unilaterally imposed on an Deletion
SME or startup
1. A contractual term
concerning the supply of
tools, services,
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Commission Proposal

EP Mandate

components or processes
that are used or integrated
in_a high risk Al system or
the remedies for the
breach or the termination
of related obligations
which has been
unilaterally imposed by an
enterprise on a SME or
startup shall not be
binding on the latter
enterprise if it is unfair.
2. A contractual term is
not to be considered
unfair where it arises
from _applicable Union
law.

3. A contractual term is
unfair if it is of such a
nature that it objectively
impairs the ability of the
party upon whom the term
has been unilaterally
imposed to protect its
legitimate commercial
interest in the information
in guestion or its use
orossly deviates from good
commercial practice in the
supply of tools, services,
components or processes
that are used or integrated
in_a high-risk Al system,

Council Mandate

Draft Agreement

Presidency3
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Commission Proposal

EP Mandate
contrary to good faith and

fair dealing or creates a
significant imbalance
between the rights and the
obligations of the parties
in the contract. A
contractual term is also
unfair if it has the effect
of shifting penalties
referred to in Article 71 or
associated litigation costs
across parties to the
contract, as referred to in
Article 71(8).

4. A contractual term_is
unfair for the purposes of
this Article if its object or

effect is to:

(a) exclude or limit the
liability of the party that
unilaterally imposed the
term for intentional acts

or gross negligence;

(b) exclude the remedies
available to the party upon

whom the term has been
unilaterally imposed in the
case of non-performance
of contractual obligations
or the liability of the party
that unilaterally imposed
the term in the case of a

breach of those

Council Mandate

Draft Agreement

Presidency3
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Draft Agreement Presidency3

EP Mandate Council Mandate

obligations;
(c) give the party that

unilaterally imposed the
term the exclusive right to
determine whether the
technical documentation,
information supplied are
in_conformity with the
contract or to interpret
any term of the contract.
5. A contractual term
shall be considered to be
unilaterally imposed
within the meaning of this
Article if it has been
supplied by one
contracting party and the
other contracting party
has not been able to
influence its content
despite an attempt to
negotiate it. The
contracting party that
supplied a contractual
term shall bears the
burden of proving that
that term has not been
unilaterally imposed.
6. Where the unfair
contractual term is
severable from the
remaining terms of the
contract, those remaining

Commission Proposal

259
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Commission Proposal EP Mandate

Council Mandate Draft Agreement Presidency3

terms shall remain
binding. The party that
supplied the contested
term shall not argue that
the term is an unfair term.
7. This Article shall
apply to all new contracts
entered into force after ...
[date of entry into force of
this Regulation].
Businesses shall review
existing contractual
obligations that are
subject to this Regulation
by ...[three years after the
date of entry into force of
this Regulation].

8. Given the rapidity in
which innovations occur
in the markets, the list of
unfair contractual terms

within Article 28a shall be
reviewed regularly by the

Commission and be
updated to new business

practices if necessary.

| Article 28b
3794 Article 28b Article 28b
Obligations of the Subject to FM dicussions See note on FM and GPAI
provider of a foundation
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Commission Proposal

EP Mandate

model
1. A provider of a
foundation model shall,
prior to making it
available on the market or
putting it into service,
ensure that it is compliant
with the requirements set
out in this Article,
regardless of whether it is
provided as a standalone
model or embedded in an
Al system or a product, or
provided under free and
open source licences, as a
service, as well as other
distribution channels.

2. For the purpose of
paragraph 1, the provider
of a foundation model
shall:

(a) demonstrate through
appropriate design, testing
and analysis the
identification, the
reduction and mitigation
of reasonably foreseeable
risks to health, safety,
fundamental rights, the
environment and
democracy and the rule of
law prior and throughout
development with

Council Mandate

Draft Agreement

Presidency3
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Commission Proposal

EP Mandate

appropriate methods such
as with the involvement of
independent experts, as
well as the documentation
of remaining non-
mitigable risks after
development
(b) process and
incorporate only datasets
that are subject to
appropriate data
governance measures for
foundation models, in
particular measures to
examine the suitability of
the data sources and
possible biases and
appropriate mitigation
(c) design and develop
the foundation model in
order to achieve
throughout its lifecycle
appropriate levels of

performance,
predictability,
interpretability,
corrigibility, safety and
cybersecurity assessed
through appropriate
methods such as model
evaluation with the

involvement of

independent experts,

Council Mandate

Draft Agreement

Presidency3
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Commission Proposal EP Mandate Council Mandate Draft Agreement Presidency3

documented analysis, and
extensive testing during
conceptualisation, design,
and development;

(d) design and develop
the foundation model,
making use of applicable
standards to reduce
energy use, resource use
and waste, as well as to
increase energy efficiency,
and the overall efficiency
of the system, whithout
prejudice to relevant
existing Union and
national law. This
obligation shall not apply
before the standards
referred to in Article 40
are published. Foundation
models shall be designed
with capabilities enabling
the measurement and
logging of the
consumption of energy
and resources, and, where
technically feasible, other
environmental impact the
deployment and use of the
systems may have over
their entire lifecycle;

(e) draw up extensive
technical documentation
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Commission Proposal

EP Mandate

and intelligible
instructions for use, in

order to enable the
downstream providers to
comply with their
obligations pursuant to
Articles 16 and 28(1);.
(f) establish a quality
management system to
ensure and document
compliance with this
Article, with the possibility
to experiment in fulfilling
this requirement,

(g) register that
foundation model in the
EU database referred to in
Article 60, in accordance
with the instructions
outlined in Annex VIII
point C.

When fulfilling those
requirements, the
oenerally acknowledged
state of the art shall be
taken into account,
including as reflected in
relevant harmonised
standards or common
specifications, as well as
the latest assessment and
measurement methods,
reflected in particular in

Council Mandate

Draft Agreement

Presidency3
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Commission Proposal

EP Mandate

benchmarking guidance
and capabilities referred
to in Article 58a;

3. Providers of
foundation models shall,
for a period ending 10
years after their
foundation models have
been placed on the market
or put into service, keep
the technical
documentation referred to
in paragraph 2(e) at the
disposal of the national
competent authorities

4. Providers of
foundation models used in

Al systems specifically
intended to generate, with
varying levels of
autonomy, content such as
complex text, images,
audio, or video
(“generative AI”) and
providers who specialise a
foundation model into a
oenerative Al system,
shall in addition

a) comply with the
transparency obligations
outlined in Article 52 (1),

b) train, and where

applicable, design and

Council Mandate

Draft Agreement

Presidency3
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Commission Proposal

EP Mandate

develop the foundation
model in such a way as to
ensure adequate
safeguards against the
generation of content in
breach of Union law in
line with the generally-
acknowledged state of the
art, and without prejudice

to fundamental rights,

including the freedom of
expression,
c) without prejudice to
Union or national or
Union legislation on
copyright, document and

make publicly available a
sufficiently detailed

summary of the use of
training data protected
under copyright law.

Council Mandate

Draft Agreement

Presidency3

Article 2

Article 29 Article 29 Article 29 Article 29
Obligations of users of Obligations of users of Obligations of users of Obligations of
high-risk Al systems high-risk Al systems high-risk Al systems usersdeployers of high-risk
380 Al systems
Text Origin:
Commission Proposal
| Article 29(1) |
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Commission Proposal

1. Users of high-risk Al
systems shall use such
systems in accordance with
the instructions of use
accompanying the systems,
pursuant to paragraphs 2

EP Mandate

1. YsersDeployers of
high-risk Al systems shall
take appropriate technical
and organisational
measures to ensure they
use such systems in
accordance with the

Council Mandate

1. Users of high-risk Al
systems shall use such
systems in accordance with
the instructions of use
accompanying the systems,
pursuant to paragraphs 2

Draft Agreement

1. EsersDeployers of
high-risk Al systems shall
take appropriate technical
and organisational
measures to ensure they
use such systems in
accordance with the

Pres1dency3

381 |andS5. and 5_of this Article.
instructions of use instructions of use
accompanying the systems, accompanying the systems,
pursuant to paragraphs 2 pursuant to paragraphs 2
and 5_of this Article. and 5_of this Article.
Text Origin: EP
Mandate
Article 29(1a)
la. Users shall assign la. Deployers shall assign
human oversight to human oversight to
natural persons who have | natural persons who have
381a the necessary competence, | the necessary competence,
training and authority. training and authority, as
well as the necessary
support.
Article 29(1a)
la. =
381b To the extent deployers ﬁii;aiélglm =5 As agreed with MS, this row
exercise control over the is deleted. Better addressed
high-risk Al system, they as in the row above.
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Commission Proposal EP Mandate Council Mandate Draft Agreement Presidency3
shall

i) implement human
oversight according to the
requirements laid down in

this Regulation

(ii) ensure that the
natural persons assigned
to ensure human oversight
of the high-risk AI
systems are competent,
properly qualified and
trained, and have the
necessary resources in
order to ensure the
effective supervision of the
Al system in accordance
with Article 14

(iii) ensure that relevant
and appropriate
robustness and
cybersecurity measures
are regularly monitored
for effectiveness and are
regularly adjusted or

updated.
Article 29(2)
L 2. The obligations in 2. The obligations in 2. The obligations in 2. The obligations in
15688/23 RB/ek 268
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Commission Proposal

paragraph 1 are without
prejudice to other user
obligations under Union or
national law and to the
user’s discretion in
organising its own
resources and activities for
the purpose of
implementing the human
oversight measures
indicated by the provider.

EP Mandate

paragraph 1 and la, are
without prejudice to other
userdeployer obligations
under Union or national
law and to the
userdeployer’s discretion
in organising its own
resources and activities for
the purpose of
implementing the human
oversight measures
indicated by the provider.

Council Mandate

paragraph 1 and la are
without prejudice to other
user obligations under
Union or national law and
to the user’s discretion in
organising its own
resources and activities for
the purpose of
implementing the human
oversight measures
indicated by the provider.

Draft Agreement

paragraph 1 and la, are
without prejudice to other
userdeployer obligations
under Union or national
law and to the
userdeployer’s discretion
in organising its own
resources and activities for
the purpose of
implementing the human
oversight measures
indicated by the provider.

Text Origin: EP
Mandate

Presidency3

Article 2

9(3)

3. Without prejudice to
paragraph 1, to the extent
the user exercises control
over the input data, that
user shall ensure that input
data is relevant in view of

3. Without prejudice to
paragraph 1 and la, to the
extent the #serdeployer
exercises control over the
input data, that
userdeployer shall ensure

3. Without prejudice to
paragraph 1, to the extent
the user exercises control
over the input data, that
user shall ensure that input
data is relevant in view of

3. Without prejudice to
paragraph 1 and la, to the
extent the #serdeployer
exercises control over the
input data, that
userdeployer shall ensure

383 | the intended purpose of the | that input data is relevant the intended purpose of the | that input data is relevant
high-risk Al system. and sufficiently high-risk Al system. and sufficiently
representative in view of representative in view of
the intended purpose of the the intended purpose of the
high-risk Al system. high-risk Al system.
Text Origin: EP
Mandate
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Commission Proposal
Article 29(4), first subparagraph

EP Mandate

Council Mandate

Draft Agreement

Presidency3

4. Users shall monitor the
operation of the high-risk
Al system on the basis of
the instructions of use.
When they have reasons to
consider that the use in
accordance with the
instructions of use may
result in the Al system
presenting a risk within the
meaning of Article 65(1)
they shall inform the
provider or distributor and
suspend the use of the
system. They shall also

4. HsersDeployers shall
monitor the operation of
the high-risk Al system on
the basis of the instructions
of use_and when relevant,
inform providers in
accordance with Article
61. When they have
reasons to consider that the
use in accordance with the
instructions of use may
result in the Al system
presenting a risk within the
meaning of Article 65(1)
they shall, without undue

4. Users shall implement
human oversight and
monitor the operation of
the high-risk Al system on
the basis of the instructions
of use. When they have
reasons to consider that the
use in accordance with the
instructions of use may
result in the Al system
presenting a risk within the
meaning of Article 65(1)
they shall inform the
provider or distributor and
suspend the use of the

4. HsersDeployers shall
monitor the operation of
the high-risk Al system on
the basis of the instructions
of use and when relevant,
inform providers in
accordance with Article
61. When they have
reasons to consider that the
use in accordance with the
instructions of use may
result in the Al system
presenting a risk within the
meaning of Article 65(1)
they shall, without undue

4. HsersDeployers shall
monitor the operation of
the high-risk Al system on
the basis of the instructions
of use and when relevant,
inform providers in
accordance with Article
61. When they have
reasons to consider that the
use in accordance with the
instructions of use may
result in the Al system
presenting a risk within the
meaning of Article 65(1)
they shall, without undue

384 inform the provider or delay, inform the provider | system. They shall also delay, inform the provider delay, inform the provider
distributor when they have | or distributor and relevant | inform the provider or or distributor /and relevant or distributor and relevant
identified any serious national supervisory distributor when they have | national supervisory market surveillance
incident or any authorities and suspend identified any serious authorities] and suspend authority and suspend the
malfunctioning within the | the use of the system. They | incident e#a#y the use of the system. They use of the system. They
meaning of Article 62 and | shall also immediately mealfunctioningwithinthe | shall also immediately shall also immediately
interrupt the use of the AI | inform_first the provider, meanine-ofArticle-62-and | inform first the provider, inform first the provider,
system. In case the user is | and then the importer or interrupt the use of the Al | and then the importer or and then the importer or
not able to reach the distributor and relevant system. In case the user is | distributor [and relevant distributor and relevant
provider, Article 62 shall national supervisory not able to reach the national supervisory market surveillance
apply mutatis mutandis. authorities when they have | provider, Article 62 shall authorities] when they authorities when they have

identified any serious apply mutatis mutandis. have identified any serious identified any serious

incident or any This obligation shall not incident-or-distributor incident e#a#y

malfunctioning within the | cover sensitive operational | whenthey-have-identified meftnctionireithin-the

meaning of Article 62 and | data of users of AI systems | any-serious-ineident-or-any e e el E 2 and

interrupt the use of the Al | which are law ek et enr e it e interrupt the use of the Al
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Commission Proposal

EP Mandate

system. n-easetheuserlf
the deployer is not able to
reach the provider, Article
62 shall apply mutatis
mutandis.

Council Mandate

enforcement authorities.

Draft Agreement
sreanineofArticte62 and

interrupt the use of the Al
system. -easethewserlf
the deployer is not able to
reach the provider, Article
62 shall apply mutatis
mutandis. [ This obligation

Presidency3

system. n-easetheuserlf
the deployer is not able to
reach the provider, Article
62 shall apply mutatis
mutandis._This obligation
shall not cover sensitive
operational data of users

shall not cover sensitive
operational data of users
of Al systems which are
law enforcement
authorities.|

to allign once LEAS package
and national governance.

Text Origin: EP
Mandate

of Al systems which are
law enforcement
authorities.

Article 2

9(4), second subparagraph

For users that are credit
institutions regulated by
Directive 2013/36/EU, the
monitoring obligation set
out in the first

For usersdeployers that are
credit institutions regulated
by Directive 2013/36/EU,
the monitoring obligation
set out in the first

For users that are
ereditfinancial institutions
tedbrDi .
2043/364subject to
requirements regarding

For usersdeployers that are
ereditfinancial institutions
tedbrDi .
2043/364subject to
requirements regarding

385 | subparagraph shall be subparagraph shall be their internal governance, | their internal governance,
deemed to be fulfilled by deemed to be fulfilled by arrangements or processes | arrangements or processes
complying with the rules complying with the rules under Union financial under Union financial
on internal governance on internal governance services legislation, the services legislation, the
arrangements, processes arrangements, processes monitoring obligation set monitoring obligation set
and mechanisms pursuant | and mechanisms pursuant | out in the first out in the first
to Article 74 of that to Article 74 of that subparagraph shall be subparagraph shall be
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Presidency3

Directive. Directive. deemed to be fulfilled by deemed to be fulfilled by
complying with the rules complying with the rules
on internal governance on internal governance
arrangements, processes arrangements, processes
and mechanisms pursuant | and mechanisms pursuant
to etele—2 o het 10 Aart o T ho tHhat
Directivethe relevant Directivethe relevant
financial service financial service
legislation. legislation.

Text Origin: Council
Mandate
Article 29(5), first subparagraph

5. Users of high-risk Al
systems shall keep the logs
automatically generated by
that high-risk Al system, to
the extent such logs are
under their control. The

5. tisersDeployers of
high-risk Al systems shall
keep the logs automatically
generated by that high-risk
Al system, to the extent
that such logs are under

5. Users of high-risk Al
systems shall keep the
logs, referred to in Article
12(1), automatically
generated by that high-risk
Al system, to the extent

5. EsersDeployers of
high-risk Al systems shall
keep the logs automatically
generated by that high-risk
Al system; to the extent
such logs are under their

logs shall be kept for a their control and are such logs are under their control—Fhetossshatl-be
period that is appropriate required for ensuring and | control. ThelogsThey shall | %ept for a period-thatis
386 | in the light of the intended | demonstrating compliance | bekeptkeep them for a appropriate in-thelisht-ofto
purpose of the high-risk Al | with this Regulation, for period thatis-appropriate | the intended purpose of the
system and applicable legal | ex-post audits of any inthelight-of the-intended | high-risk Al system, of at
obligations under Union or | reasonably foreseeable pirpose-of-the-hichriskAL | least six months, unless
national law. malfunction, incidents or | systenand-applicable provided otherwise in
misuses of the system, or | tegal-obligationsunder applicable-and-applicable
for ensuring and Lo neiianallaof at | fecalablicationmdles
monitoring for the proper | least six months, unless Union or national law, in
functioning of the system | provided otherwise in particular in Union law
throughout its lifecycle. applicable Union or on _the protection of
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EP Mandate

Without prejudice to
applicable Union or
national law, —the logs
shall be kept for a period

b pee et the
£ . . .
P ) g
; L obli P l
Liiopmornetionalacof at
least six months. The
retention period shall be
in_accordance with
industry standards and
appropriate to the
intended purpose of the
high-risk Al system.

Council Mandate

national law, in particular

Draft Agreement

personal data.

in Union law on the
protection of personal
data.

Presidency3

Article 2

9(5), second subparagraph

Users that are credit
institutions regulated by
Directive 2013/36/EU shall
maintain the logs as part of
the documentation

HsersDeployers that are
credit institutions regulated
by Directive 2013/36/EU
shall maintain the logs as
part of the documentation

Users that are
ereditfinancial institutions
tedbrDi .
2043/364subject to
requirements regarding

tisersDeployers that are
ereditfinancial institutions
tedbrDi .
2043/364subject to
requirements regarding

387 | concerning internal concerning internal their internal governance, | their internal governance,

governance arrangements, | governance arrangements, | arrangements or processes | arrangements or processes

processes and mechanisms | processes and mechanisms | under Union financial under Union financial

pursuant to Article 74 of pursuant to Article 74 of services legislation shall services legislation shall

that Directive. that Directive. maintain the logs as part of | maintain the logs as part of

the documentation the documentation
o l o l
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Commission Proposal

Council Mandate

el
mechanismskept pursuant
T e
Birectivethe relevant
Union financial service

Draft Agreement

OE CFRAHEE 1 aﬂge’”eﬂlﬁ,
el
mechanismskept pursuant
tO it 24-of-thet

Union financial service

legislation.

legislation.

Text Origin: Council

Mandate

Presidency3

Article 29(5), second subparagraph, point (a)

387a

(a) Prior to putting into
service or use a high-risk
Al system at the
workplace, deployers shall
consult workers
representatives with a view
to reaching an agreement
in_accordance with
Directive 2002/14/EC and
inform the affected
employees that they will be
subject to the system.

(a) Prior to putting into
service or use a high-risk
Al system at the
workplace, deployers who
are employers shall
inform workers
representatives and the
affected workers that they
will be subject to the
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.

Text Origin: EP

15688/23
ANNEX I

TREE.2.B

RB/ek
LIMITE

274
EN



Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Mandate

Pres1dency3

Article 2

9(5), second subparagraph, point (a)

(b) Deployers of high-risk
Al systems that are public
authorities or Union
institutions, bodies, offices
and agencies or
undertakings referred to
in Article 51(1a)(b) shall
comply with the
registration obligations
referred to in Article 51.

(b) Deployers of high-risk
Al systems that are public
authorities or Union

institutions, bodies, offices

(a) [Article 51 has been
modified to provide for a
non-public part of the
database]

and agencies or
undertakings referred to

in Article 51(1a)(b) shall
comply with the
registration obligations
referred to in Article 51.

387b When they find that the
system that they envisage
to use has not been
registered in the EU
database referred to in
Article 60 they shall not
use that system and shall
inform the provider or the
distributor.
Text Origin: EP
Mandate
Article 29(5a)
Sa. Users of high-risk Al
387c 2
systems that are public
authorities, agencies or
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EP Mandate

Council Mandate

bodies, with the exception
of law enforcement,
border control,
immigration or asylum
authorities, shall comply
with the registration
obligations referred to in
Article 51. When they find
that the system that they
envisage to use has not
been registered in the EU
database referred to in
Article 60 they shall not
use that system and shall
inform the provider or the
distributor.

Draft Agreement

Presidency3

Article 2

9(6)

6. Users of high-risk Al
systems shall use the
information provided
under Article 13 to comply
with their obligation to
carry out a data protection

6. UsersWhere applicable,

deployers of high-risk Al
systems shall use the
information provided
under Article 13 to comply
with their obligation to

6. Users of high-risk Al
systems shall use the
information provided
under Article 13 to comply
with their obligation to
carry out a data protection

6. UsersWhere applicable,

deployers of high-risk Al
systems shall use the
information provided
under Article 13 to comply
with their obligation to

388 | impact assessment under carry out a data protection | impact assessment under carry out a data protection
Article 35 of Regulation impact assessment under Article 35 of Regulation impact assessment under
(EU) 2016/679 or Article Article 35 of Regulation (EU) 2016/679 or Article Article 35 of Regulation
27 of Directive (EU) (EU) 2016/679 or Article 27 of Directive (EU) (EU) 2016/679 or Article
2016/680, where 27 of Directive (EU) 2016/680, where 27 of Directive (EU)
applicable. 2016/680, where applicable. 2016/680, where
applicablea summary of cppbieable
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EP Mandate

which shall be published,
having regard to the
specific use and the
specific context in which
the Al system is intended
to operate. Deployers may
revert in part to those data
protection impact

assessments for fulfilling
some of the obligations set
out in this article, insofar
as the data protection
impact assesment fulfill
those obligations.

Council Mandate

Draft Agreement

Text Origin:

Mandate

Pres1dency3

EP

Article 2

9(6a)

388a

6a. Users shall cooperate

with national competent
authorities on any action
those authorities take in
relation to an Al system,

of which they are the user.

| Article 2

9(6a)

388b

6a. Without prejudice to
Article 52, deployers of
high-risk Al systems
referred to in Annex I11,
which make decisions or

Text Origin:

Mandate

BB
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Commission Proposal

EP Mandate

assist in making decisions
related to natural persons,
shall inform the natural
persons that they are

subject to the use of the
high-risk Al system. This
information shall include
the intended purpose and
the type of decisions it
makes. The deployer shall
also inform the natural
person about its right to

an explanation referred to
in Article 68c.

Council Mandate

Draft Agreement

Presidency3

Article 29(6b)
6b. Deployers shall 6b. Deployers shall
cooperate with the cooperate with the
relevant national relevant national
competent authorities on competent authorities on
any action those any action those
388¢ authorities take in relation authorities take in relation
with the high-risk system with the high-risk system
in order to implement this in order to implement this
Regulation. Regulation.
Text Origin: EP
Mandate
| Article 29(6a)
l 388d
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EP Mandate

Council Mandate

Draft Agreement

Presidency3

b6a. Deployers using AI
systems for ‘post’ remote
biometric identification of
natural persons shall
notify the market
surveillance authority and
their national data
protection_authorities
about the deployment of
such systems. Member
States may introduce more
restrictive laws on the use

of these systems.
Article 29a
Article 29a Article 29a Article 29a
Fundamental rights Fundamental rights Fundamental rights
impact assessment for impact assessment for impact assessment for
high-risk Al systems high-risk Al systems high-risk Al systems
Prior to putting a high- Prior to putting a high- Prior to putting a high-
risk Al system as defined risk Al system as defined risk Al system as defined
in Article 6(2) into use, in Article 6(2) into use, in Article 6(2) into use,
388e with the exception of AI with the exception of AI with the exception of AI
systems intended to be systems intended to be systems intended to be
used in area 2 of Annex used in area 2 of Annex used in area 2 of Annex
111, deployers shall 111, deployers that are 111, deplovers that are
conduct an assessment of public authorities or bodies governed by public
the systems’ impact in the private actors providing law or private actors
specific context of use. services of general interest providing services of
This assessment shall shall perform an general interest shall
include, at a minimum, assessment on the impact perform_an assessment on
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EP Mandate

the following elements:
(a) a clear outline of the
intended purpose for
which the system will be
used;
(b) a clear outline of the

intended geographic and
temporal scope of the

system’s use;

(c) categories of natural
persons and groups likely
to be affected by the use of

the system;

(d) verification that the
use of the system is
compliant with relevant
Union and national law
on fundamental rights;
(e) the reasonably
foreseeable impact on
fundamental rights of
putting the high-risk AI
system into use;

(1) specific risks of harm
likely to impact
marginalised persons or
vulnerable groups;

(2) the reasonably
foreseeable adverse
impact of the use of the
system on the
environment;

(h) a detailed plan as to

Council Mandate

Draft Agreement

on fundamental rights
that the use of the system
may produce. For that
purpose, deployers will
perform_an analysis
consisting of:

a) a description of the
concrete use, including as
appropriate its _specific
temporal and geographic
scope;

b) the categories of
natural persons and
groups likely to be
affected by its use in the
specific context;

[(d) verification that the
use of the system is
compliant with relevant
Union and national law
on fundamental rights;]
[c) the specific risks of
harm likely to impact
vulnerable persons or
oroup of persons, taking
into account the
information given by the
provider;]
ALTERNATIVE:

[c) Possible adverse
impact on vulnerable
persons or group of
persons (to be defined or

Presidency3

the impact on
fundamental rights that

the use of the system may

produce. For that purpose,

deployers will perform an
analysis consisting of:

a) a description of the
situations and internal
procedures in which each
high-risk Al system is
intended to be used with a
view to confirm that such
situations and internal
procedures are in line
with the intended purpose
of the relevant high-risk
Al system, including as
regards the persons or
groups of persons on
which the high-risk AI
system is intended to be
used;

b) a description of the
period of time and
frequency in which each
high-risk Al system is
intended to be used
¢) the specific risks of
harm likely to impact
vulnerable persons or
group of persons, taking
into account the
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Commission Proposal

EP Mandate

how the harms and the
negative impact on
fundamental rights
identified will be
mitigated.

(j) the governance
system the deployer will
put in place, including
human oversight,
complaint-handling and
redress.

2. If a detailed plan to
mitigate the risks outlined
in the course of the
assessment outlined in
paragraph 1 cannot be
identified, the deployer
shall refrain from putting
the high-risk Al system
into use and inform the
provider and the National
supervisory authority
without undue delay.
National supervisory
authorities, pursuant to
Articles 65 and 67, shall
take this information into
account when
investigating systems
which present a risk at
national level,

3. The obligation
outlined under paragraph

Council Mandate

Draft Agreement

reference to Art. 5 (1) b),
taking into account the
relevant information given

by the provider pursuant
to Art. 13]

d) a description of the
implementation of the
human oversight,
according to the
instructions of use;
e) the measures to be
taken in case of the
materialization of these
risks.

[For the purpose of
conducting this
assessment, deployers
shall fill the template
provided in annex XXX
only for the purposes of
identifying new elements
or risks that are not
contained in the
instructions of use.]

2. The obligation outlined

Presidency3

information given by the
provider;

d) a description of the
implementation of the
human oversight,
according to the
instructions of use;
e) the measures to be
taken in case of the
materialization of these
risks.

2. The obligation outlined
under paragraph 1 applies
to the first use of the high-
risk Al system. The
deployer may, in similar
cases, draw back on
previously conducted
fundamental rights impact

assessment or existing
assessments carried out by
providers. If, during the
use of the high-risk AI
system, the deployer
considers that the criteria

under paragraph 1 applies

listed in paragraph 1 are

for the first use of the
high-risk AI system. The
deployer may, in similar
cases, draw back on
previously conducted

not longer met, the
deployer will take the
necessary steps to be in
line with such obligations.
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Commission Proposal

EP Mandate

1 applies for the first use
of the high-risk Al system.

The deployer may, in
similar cases, draw back
on previously conducted

fundamental rights impact

assessment or existing
assessment carried out by
providers. If, during the
use of the high-risk Al
system, the deployer
considers that the criteria
listed in paragraph 1 are
not longer met, it shall
conduct a new
fundamental rights impact

assessment.

4. In the course of the
impact assessment, the
deployer, with the
exception of SMEs, shall
shall notify national
supervisory authority and
relevant stakeholders and
shall, to best extent
possible, involyve
representatives of the
persons or groups of
persons that are likely to
be affected by the high-
risk Al system, as
identified in paragraph 1,
including but not limited

Council Mandate

Draft Agreement

fundamental rights impact

assessment or existing
assessments carried out by
providers. If, during the
use of the high-risk AI
system, the deployer
considers that the criteria

Presidency3

3. Once the impact
assessment has been
performed, the deployer
shall notify the market
surveillance authority of
the results of the
assessment, submitting the

listed in paragraph 1 are
not longer met, the
deployer will take the
necessary steps to be in
line with such obligations.
3. Once the impact
assessment has been
performed, the deployer
shall notify national
supervisory of the results
of the assessment,
submitting the filled
template as a part of the
notification. In the case
referred to in Article
47(1), deployers may be
exempted from these
obligations.

4. If any of the obligations
established in this article
are already met through

the data protection impact
assessment under Article

35 of Regulation (EU)
2016/679 or Article 27 of
Directive (EU) 2016/680,

filled template as a part of
the notification. In the
case referred to in Article
47(1), deployers may be
exempted from these

obligations.

4. If any of the obligations
established in this article
are already met through

the data protection impact
assessment under Article

35 of Regulation (EU)
2016/679 or Article 27 of
Directive (EU) 2016/680,
the fundamental rights
impact assessment
referred to in paragraph 1
shall be conducted in
conjunction with the data
protection impact
assessment.

5. The Commission shall
develop a template for a
questionnaire, including
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Commission Proposal

EP Mandate

to: equality bodies,
consumer protection
agencies, social partners
and data protection
agencies, with a view to
receiving input into the
impact assessment. The
deployer shall allow a
period of six weeks for
bodies to respond. SMEs
may voluntarily apply the
provisions laid down in

this paragraph.
In the case referred to in

Article 47(1), public
authorities may be
exempted from this

obligations.
5. The deployer that is a
public authority or an
undertaking referred to in

Article 51(1a) (b) shall
publish a summary of the
results of the impact
assessment as part of the
registration of use
pursuant to their
obligation under Article

5102).
6. Where the deployer is

already required to carry
out a data protection
impact assessment under

Council Mandate

Draft Agreement

the fundamental rights
impact assessment
referred to in paragraph 1

Presidency3

through an automated
tool, to enable users to
implement the obligations

shall be conducted in
conjunction with the data
protection impact
assessnient.

Text Origin: EP
Mandate

of this Article in a
simplified manner.

(xx) “private actor providing
services of general interest”
means any private operator
providing services that public
authorities of the Member
States classify as being of
general interest and,
therefore, subject to specific
public service obligations.
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EP Mandate

Article 35 of Regulation
(EU) 2016/679 or Article
27 of Directive (EU)
2016/680, the
fundamental rights impact

assessment referred to in
paragraph 1 shall be
conducted in conjunction
with the data protection

impact assessment. The
data protection impact

Council Mandate

Draft Agreement

Presidency3

assessment shall be
published as an
addendum.
Chapter 4
Chapter 4 Chapter 4 Chapter 4 Chapter 4
NOTIFIYING NOTIFIYING NOTIFIYING NOTIFIYING
AUTHORITIES AND AUTHORITIES AND AUTHORITIES AND AUTHORITIES AND
389 NOTIFIED BODIES NOTIFIED BODIES NOTIFIED BODIES NOTIFIED BODIES
Text Origin:
Commission Proposal
Article 30
Article 30 Article 30 Article 30 Article 30
390 Notifying authorities Notifying authorities Notifying authorities Notifying authorities
Text Origin:
Commission Proposal
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EP Mandate

Council Mandate

Draft Agreement

Pres1dency3

Article 30(1)

1. Each Member State
shall designate or establish
a notifying authority
responsible for setting up
and carrying out the
necessary procedures for
the assessment, designation
and notification of

1. Each Member State
shall designate or establish
a notifying authority
responsible for setting up
and carrying out the
necessary procedures for
the assessment, designation
and notification of

1. Each Member State
shall designate or establish
aat least one notifying
authority responsible for
setting up and carrying out
the necessary procedures
for the assessment,
designation and

1. Each Member State
shall designate or establish
aat least one notifying
authority responsible for
setting up and carrying out
the necessary procedures
for the assessment,
designation and

L conformity assessment conformity assessment notification of conformity | notification of conformity
bodies and for their bodies and for their assessment bodies and for | assessment bodies and for
monitoring. monitoring._Those their monitoring. their monitoring._These
procedures shall be procedures shall be
developed in cooperation developed in cooperation
between the notifying between the notifying
authorities of all Member authorities of all Member
States. States.
Article 30(2)
2. Member States may 2. Member States may 2. Member States may 2. Member States may
designate a national designate a national desienatedecide that the desienatedecide that the
accreditation body referred | accreditation body referred | assessment and assessment and
392 to in Regulation (EC) No to in Regulation (EC) No monitoring referred to in monitoring referred to in
765/2008 as a notifying 765/2008 as a notifying paragraph 1 shall be paragraph 1 shall be
authority. authority. carried out by a national carried out by a national
accreditation body #eferred | accreditation body referred
to-in-within the meaning to-in-within the meaning
of and in accordance with | of and in accordance with
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ANNEX | TREE.2.B LIMITE EN



Commission Proposal EP Mandate Council Mandate Draft Agreement Presidency3
Regulation (EC) No Regulation (EC) No
765/2008-as-a-notifving 765/2008-as-a-rotifying
hority. sy
Article 30(3)
3. Notifying authorities 3. Notifying authorities 3. Notifying authorities 3. Notifying authorities
shall be established, shall be established, shall be established, shall be established,
organised and operated in | organised and operated in | organised and operated in | organised and operated in
such a way that no conflict | such a way that no conflict | such a way that no conflict | such a way that no conflict
of interest arises with of interest arises with of interest arises with of interest arises with
393 | conformity assessment conformity assessment conformity assessment conformity assessment
bodies and the objectivity | bodies and the objectivity | bodies and the objectivity | bodies and the objectivity
and impartiality of their and impartiality of their and impartiality of their and impartiality of their
activities are safeguarded. | activities are safeguarded. | activities are safeguarded. | activities are safeguarded.
Text Origin:
Commission Proposal
Article 30(4)
4. Notifying authorities 4. Notifying authorities 4. Notifying authorities 4. Notifying authorities
shall be organised in such a | shall be organised in such a | shall be organised in such a | shall be organised in such a
way that decisions relating | way that decisions relating | way that decisions relating | way that decisions relating
to the notification of to the notification of to the notification of to the notification of
394 conformity assessment conformity assessment conformity assessment conformity assessment
bodies are taken by bodies are taken by bodies are taken by bodies are taken by
competent persons competent persons competent persons competent persons
different from those who different from those who different from those who different from those who
carried out the assessment | carried out the assessment | carried out the assessment | carried out the assessment
of those bodies. of those bodies. of those bodies. of those bodies.
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EP Mandate

Council Mandate

Draft Agreement

Text Origin:
Commission Proposal

Presidency3

Article 30(5)
5. Notifying authorities 5. Notifying authorities 5. Notifying authorities 5. Notifying authorities
shall not offer or provide shall not offer or provide shall not offer or provide shall not offer or provide
any activities that any activities that any activities that any activities that
conformity assessment conformity assessment conformity assessment conformity assessment
bodies perform or any bodies perform or any bodies perform or any bodies perform or any

395 consultancy services on a consultancy services on a consultancy services on a consultancy services on a
commercial or competitive | commercial or competitive | commercial or competitive | commercial or competitive
basis. basis. basis. basis.

Text Origin:
Commission Proposal
Article 30(6)
6. Notifying authorities 6. Notifying authorities 6. Notifying authorities 6. Notifying authorities
shall safeguard the shall safeguard the shall safeguard the shall safeguard the

396 confidentiality of the confidentiality of the confidentiality of the confidentiality of the

information they obtain. information they obtain. information they obtain_in | information they obtain_in
accordance with Article accordance with Article
70. 70.
Article 30(7)

397 7. Notifying authorities 7. Notifying authorities 7. Notifying authorities 7. Notifying authorities
shall have a sufficient shall have a sufficient shall have a-sufficientan shall have-e—sufficient _an
number of competent number of competent adequate number of adequate number of
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Commission Proposal

personnel at their disposal
for the proper performance
of their tasks.

EP Mandate

personnel at their disposal
for the proper performance
of their tasks. Where
applicable, competent
personnel shall have the
necessary expertise, such
as a degree in an
appropriate legal field, in
the supervision of

fundamental rights

enshrined in the Charter

Council Mandate

competent personnel at
their disposal for the
proper performance of
their tasks.

Draft Agreement

competent personnel at
their disposal for the
proper performance of
their tasks. [Where
applicable,| competent
personnel shall have the

necessary expertise in
fields such as information

technologies, artificial
intelligence and law,
including the supervision

Presidency3

of Fundamental Rights of of fundamental rights.
the European Union.
Article 30(8)

8. Notifying authorities 8. Notifying authorities

shall make sure that shall make sure that deleted

conformity assessments are | conformity assessments are

carried out in a carried out in a

proportionate manner, proportionate and timely

avoiding unnecessary manner, avoiding

burdens for providers and | unnecessary burdens for

398 | that notified bodies providers, and that notified

perform their activities bodies perform their

taking due account of the activities taking due

size of an undertaking, the | account of the size of an

sector in which it operates, | undertaking, the sector in

its structure and the degree | which it operates, its

of complexity of the Al structure and the degree of

system in question. complexity of the Al
system in question.
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Commission Proposal

EP Mandate

Particular attention shall
be paid to minimising
administrative burdens
and compliance costs for
micro and small
enterprises as defined in
the Annex to Commission

Council Mandate

Draft Agreement

Pres1dency3

Recommendation
2003/361/EC.
Article 31
Article 31 Article 31 Article 31 Article 31
Application of a Application of a Application of a Application of a
conformity assessment conformity assessment conformity assessment conformity assessment
399 body for notification body for notification body for notification body for notification
Text Origin:
Commission Proposal
Article 31(1)

400

1. Conformity assessment
bodies shall submit an
application for notification
to the notifying authority
of the Member State in

which they are established.

1. Conformity assessment
bodies shall submit an
application for notification
to the notifying authority
of the Member State in
which they are established.

1. Conformity assessment
bodies shall submit an
application for notification
to the notifying authority
of the Member State in

which they are established.

1. Conformity assessment
bodies shall submit an
application for notification
to the notifying authority
of the Member State in

which they are established.

Text Origin:
Commission Proposal
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Presidency3

Article 31(2)

2. The application for
notification shall be
accompanied by a
description of the
conformity assessment
activities, the conformity
assessment module or
modules and the artificial
intelligence technologies
for which the conformity
assessment body claims to
be competent, as well as by
an accreditation certificate,
where one exists, issued by

2. The application for
notification shall be
accompanied by a
description of the
conformity assessment
activities, the conformity
assessment module or
modules and the artificial
intelligence technologies
for which the conformity
assessment body claims to
be competent, as well as by
an accreditation certificate,
where one exists, issued by

2. The application for
notification shall be
accompanied by a
description of the
conformity assessment
activities, the conformity
assessment module or

modules and the artificiet
systems for which the

conformity assessment
body claims to be
competent, as well as by an
accreditation certificate,

2. The application for
notification shall be
accompanied by a
description of the
conformity assessment
activities, the conformity
assessment module or

modules and the artificicd
ol

technotogiestypes of AL
systems for which the

conformity assessment
body claims to be
competent, as well as by an

~ I a national accreditation a national accreditation where one exists, issued by | accreditation certificate,
body attesting that the body attesting that the a national accreditation where one exists, issued by
conformity assessment conformity assessment body attesting that the a national accreditation
body fulfils the body fulfils the conformity assessment body attesting that the
requirements laid down in | requirements laid down in | body fulfils the conformity assessment
Article 33. Any valid Article 33. Any valid requirements laid down in | body fulfils the
document related to document related to Article 33. Any valid requirements laid down in
existing designations of the | existing designations of the | document related to Article 33. Any valid
applicant notified body applicant notified body existing designations of the | document related to
under any other Union under any other Union applicant notified body existing designations of the
harmonisation legislation harmonisation legislation under any other Union applicant notified body
shall be added. shall be added. harmonisation legislation under any other Union
shall be added. harmonisation legislation
shall be added.
| Article 31(3) |
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Commission Proposal

3. Where the conformity
assessment body
concerned cannot provide
an accreditation certificate,
it shall provide the
notifying authority with the
documentary evidence
necessary for the
verification, recognition
and regular monitoring of
its compliance with the
requirements laid down in
Article 33. For notified
bodies which are
designated under any other

EP Mandate

3. Where the conformity
assessment body
concerned cannot provide
an accreditation certificate,
it shall provide the
notifying authority with the
documentary evidence
necessary for the
verification, recognition
and regular monitoring of
its compliance with the
requirements laid down in
Article 33. For notified
bodies which are
designated under any other

Council Mandate

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 with the
requirements laid down in
Article 33. For notified
bodies which are
designated under any other

Draft Agreement

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 with the
requirements laid down in
Article 33. For notified
bodies which are
designated under any other

Presidency3

402 Union harmonisation Union harmonisation Union harmonisation Union harmonisation
legislation, all documents | legislation, all documents | legislation, all documents | legislation, all documents
and certificates linked to and certificates linked to and certificates linked to and certificates linked to
those designations may be | those designations may be | those designations may be | those designations may be
used to support their used to support their used to support their used to support their
designation procedure designation procedure designation procedure designation procedure
under this Regulation, as under this Regulation, as under this Regulation, as under this Regulation, as
appropriate. appropriate. appropriate._The notified appropriate._The notified
body shall update the body shall update the
documentation referred to | documentation referred to
in paragraph 2 and in paragraph 2 and
paragraph 3 whenever paragraph 3 whenever
relevant changes occur, in | relevant changes occur, in
order to enable the order to enable the
authority responsible for authority responsible for
notified bodies to monitor | notified bodies to monitor
and verify continuous and verify continuous
15688/23 RB/ek 291
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Commission Proposal

EP Mandate

Council Mandate

compliance with all the
requirements laid down in

Draft Agreement

compliance with all the
requirements laid down in

Article 33.

Article 33.

Presidency3

Article 32
Article 32 Article 32 Article 32 Article 32
. Notification procedure Notification procedure Notification procedure Notification procedure
Text Origin:
Commission Proposal
Article 32(1)

1. Notifying authorities
may notify only
conformity assessment

1. Notifying authorities
mapyshall notify only
conformity assessment

1. Notifying authorities

may only notify e#ly
conformity assessment

1. Notifying authorities
may #otify-only notify

conformity assessment

e bodies which have satisfied | bodies which have satisfied | bodies which have satisfied | bodies which have satisfied
the requirements laid down | the requirements laid down | the requirements laid down | the requirements laid down
in Article 33. in Article 33. in Article 33. in Article 33.
Article 32(2)
2. Notifying authorities 2. Notifying authorities 2. Notifying authorities 2. Notifying authorities
shall notify the shall notify the shall notify those bodies to | shall notify the
Commission and the other | Commission and the other | the Commission and the Commission and the other
405 | Member States using the Member States using the other Member States using | Member States using the
electronic notification tool | electronic notification tool | the electronic notification electronic notification tool
developed and managed by | developed and managed by | tool developed and developed and managed by
the Commission. the Commission_of each managed by the the Commission_of each
conformity assessment Commission. conformity assessment
15688/23 RB/ek 292
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Commission Proposal

EP Mandate

body referred to in
paragraph 1.

Council Mandate

Draft Agreement

body referred to in
paragraph 1.

Text Origin: EP
Mandate

Presidency3

Article 3

2(3)

3. The notification shall
include full details of the
conformity assessment
activities, the conformity
assessment module or
modules and the artificial
intelligence technologies
concerned.

3. The notification
referred to in paragraph 2

3. The notification
referred to in paragraph 2

3. The notification
referred to in paragraph 2

shall include full details of
the conformity assessment
activities, the conformity
assessment module or
modules and the artificial
intelligence technologies
concerned, as well as the
relevant attestation of

comgetence.

shall include full details of
the conformity assessment
activities, the conformity
assessment module or
modules and the artificiat

B e R
econcernedAl systems

concerned and the
relevant attestation of
competence. Where a

shall include full details of
the conformity assessment
activities, the conformity
assessment module or

modules and the artificiet
ol
technotogiestypes of AL

systems concerned_and the
relevant attestation of
competence. Where a

406 notification is not based notification is not based
on_an _accreditation on_an_accreditation
certificate as referred to in | certificate as referred to in
Article 31 (2), the Article 31 (2), the
notifying authority shall notifying authovity shall
provide the Commission provide the Commission
and the other Member and the other Member
States with documentary States with documentary
evidence which attests to evidence which attests to
the conformity assessment | the conformity assessment
body's competence and the | body's competence and the
arrangements in place to arrangements in place to
ensure that that body will | ensure that that body will
15688/23 RB/ek 293
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Commission Proposal

EP Mandate

Council Mandate

be monitored regularly
and will continue to
satisfy the requirements

Draft Agreement

be monitored regularly
and will continue to
satisfy the requirements

laid down in Article 33.

laid down in Article 33.

Pres1dency3

Article 3

2(4)

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 one
month of a notification.

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 exre

month-of-atwo weeks of the

validation of the

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 exre
monthtwo weeks of a
notification_ by a notifying

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 exre

monthtwo weeks of a

notification by a notifying

407 notification where it authority where it includes | authority where it includes
includes an accreditation an accreditation an accreditation
certificate referred to in certificate referred to in certificate referred to in
Article 31(2), or within Article 31(2), or within Article 31(2), or within
two months of the two months of a two months of a
notification where it notification by the notification_by the
incudes documentary notifying authority where | notifying authority where
evidence referred to in it includes documentary it includes documentary
Article 31(3. evidence referred to in evidence referred to in
Article 31(3). Article 31(3).
Article 32(4a)
407a .. ..
4a. Where objections are 4a. Where objections are
15688/23 RB/ek 294
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Commission Proposal

EP Mandate

raised, the Commission
shall without delay enter
into consultation with the
relevant Member States
and the conformity
assessment body. In view
thereof, the Commission
shall decide whether the
authorisation is justified
or not. The Commission
shall addpress its decision
to the Member State
concerned and the
relevant conformity
assessment body.

Council Mandate

Draft Agreement

raised, the Commission
shall without delay enter
into consultation with the
relevani Member States
and the conformity
assessment body. In view
thereof, the Commission
shall decide whether the
authorisation is justified
or not. The Commission
shall addpress its decision
to the Member State
concerned and the
relevant conformity
assessment body.

Presidency3

Article 32(4b)
4b. Member States shall 4b. Deleted [covered by
notify the Commission par.2]
407b and the other Member
States of conformity
assessment bodies.
Article 32(5)
5. Notifying authorities 5. Notifying authorities
408 shall notify the shall notify the deleted
Commission and the other | Commission and the other
Member States of any Member States of any
subsequent relevant subsequent relevant
15688/23 RB/ek 295
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Commission Proposal

changes to the notification.

EP Mandate

changes to the notification.

Council Mandate

Draft Agreement

Pres1dency3

Article 33 |
Article 33 Article 33 Article 33 Article 33
Notified bodies Notified bodies Requirements relating to Requirements relating to
notified bodies wotificd notified bodies notificd
409 - Lodias

Text Origin: Council
Mandate

Article 33(1)

1. Notified bodies shall

1. Notified bodies shall

1. A notified bodiesbody

1. A notified bodiesbody

verify the conformity of verify the conformity of shall verifi-the-conformity | shall verify-the-conformity
high-risk Al system in high-risk Al system in i e e e e e
accordance with the accordance with the aeccordanceviti-the accordancewith-the
410 conformity assessment conformity assessment CONFOPITR-CS S SHICHT CORFOFHHIT-CSSESSHERT
procedures referred to in procedures referred to in preeediperalimeed oy | preesdira sl
Article 43. Article 43. Artiele43be established Articte43be established
under national law and under national law of a
have legal personality. Member State and have
legal personality.
Article 33(2)
2. Notified bodies shall 2. Notified bodies shall 2. Notified bodies shall 2. Notified bodies shall
411 satisfy the organisational, satisfy the organisational, satisfy the organisational, satisfy the organisational,
quality management, quality management, quality management, quality management,
resources and process resources and process resources and process resources and process
15688/23 RB/ek 296
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Commission Proposal

requirements that are
necessary to fulfil their
tasks.

EP Mandate

requirements that are
necessary to fulfil their
tasks as well as the
minimum cybersecurity
requirements set out for
public administration

entities identified as
operators of essential
services pursuant to
Directive (EU 2022/25535.

Council Mandate

requirements that are
necessary to fulfil their
tasks.

Draft Agreement

requirements that are
necessary to fulfil their
tasks, as well as suitable
cvbersecurity
requirements.

Presidency3

Article 3

3(3)

3. The organisational
structure, allocation of
responsibilities, reporting
lines and operation of
notified bodies shall be
such as to ensure that there
is confidence in the

3. The organisational
structure, allocation of
responsibilities, reporting
lines and operation of
notified bodies shall be
such as to ensure that there
is confidence in the

3. The organisational
structure, allocation of
responsibilities, reporting
lines and operation of
notified bodies shall be
such as to ensure that there
is confidence in the

3. The organisational
structure, allocation of
responsibilities, reporting
lines and operation of
notified bodies shall be
such as to ensure that there
is confidence in the

412 performance by and in the | performance by and in the | performance by and in the | performance by and in the
results of the conformity results of the conformity results of the conformity results of the conformity
assessment activities that assessment activities that assessment activities that assessment activities that
the notified bodies the notified bodies the notified bodies the notified bodies
conduct. conduct. conduct. conduct.
Text Origin:
Commission Proposal
Article 33(4)
15 4. Notified bodies shall be | 4. Notified bodies shall be | 4. Notified bodies shall be | 4. Notified bodies shall be
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Commission Proposal

independent of the
provider of a high-risk Al
system in relation to which
it performs conformity
assessment activities.
Notified bodies shall also
be independent of any
other operator having an
economic interest in the
high-risk Al system that is
assessed, as well as of any
competitors of the

EP Mandate

independent of the
provider of a high-risk Al
system in relation to which
it performs conformity
assessment activities.
Notified bodies shall also
be independent of any
other operator having an
economic interest in the
high-risk Al system that is
assessed, as well as of any
competitors of the

Council Mandate

independent of the
provider of a high-risk Al
system in relation to which
it performs conformity
assessment activities.
Notified bodies shall also
be independent of any
other operator having an
economic interest in the
high-risk Al system that is
assessed, as well as of any
competitors of the

Draft Agreement

independent of the
provider of a high-risk Al
system in relation to which
it performs conformity
assessment activities.
Notified bodies shall also
be independent of any
other operator having an
economic interest in the
high-risk Al system that is
assessed, as well as of any
competitors of the

Presidency3

provider. provider._This shall not provider. provider._This shall not
preclude the use of preclude the use of
assessed Al systems that assessed Al systems that
are necessary for the are necessary for the
operations of the operations of the
conformity assessment conformity assessment
body or the use of such body or the use of such
systems for personal systems for personal
purposes. purposes.

Text Origin: EP
Mandate
Article 33(4a)
4a. A conformity 4a. A conformity
assessment pursuant to assessment body, its top-
413a paragraph 1 shall be level management and the
performed by employees of personnel responsible for
notified bodies who have carrying out the
not provided any other conformity assessment
15688/23 RB/ek 298
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Commission Proposal

EP Mandate

other service related to the
matter assessed than the
conformity assessment to
the provider of a high-risk
Al system nor to any legal
person connected to that
provider in the 12 months’

period before the
assessment and have
committed to not
providing them with such
services in the 12 month
period following the
completion of the
assessment,

Council Mandate

Draft Agreement

tasks shall not be directly
involved in the design,
development, marketing or
use of high-risk AI
systems, or represent the
parties engaged in those

activities. They shall not
engage in_any activity that
may conflict with their
independence of
judgement or integrity in

relation to conformity
assessment activities for
which they are notified.
This shall in particular
apply to consultancy
services.

Presidency3

Article 33(5)
5. Notified bodies shall be | 5. Notified bodies shall be | 5. Notified bodies shall be | 5. Notified bodies shall be
organised and operated so | organised and operated so | organised and operated so | organised and operated so
as to safeguard the as to safeguard the as to safeguard the as to safeguard the
independence, objectivity | independence, objectivity | independence, objectivity | independence, objectivity
and impartiality of their and impartiality of their and impartiality of their and impartiality of their
414 | activities. Notified bodies | activities. Notified bodies | activities. Notified bodies | activities. Notified bodies

shall document and shall document and shall document and shall document and
implement a structure and | implement a structure and | implement a structure and | implement a structure and
procedures to safeguard procedures to safeguard procedures to safeguard procedures to safeguard
impartiality and to promote | impartiality and to promote | impartiality and to promote | impartiality and to promote
and apply the principles of | and apply the principles of | and apply the principles of | and apply the principles of
impartiality throughout impartiality throughout impartiality throughout impartiality throughout

15688/23 RB/ek 299
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Commission Proposal

their organisation,
personnel and assessment
activities.

EP Mandate

their organisation,
personnel and assessment
activities.

Council Mandate

their organisation,
personnel and assessment
activities.

Draft Agreement

their organisation,
personnel and assessment
activities.

Text Origin:
Commission Proposal

Presidency3

Article 3

3(6)

6. Notified bodies shall
have documented
procedures in place
ensuring that their
personnel, committees,
subsidiaries,
subcontractors and any
associated body or
personnel of external
bodies respect the
confidentiality of the

6. Notified bodies shall
have documented
procedures in place
ensuring that their
personnel, committees,
subsidiaries,
subcontractors and any
associated body or
personnel of external
bodies respect the
confidentiality of the

6. Notified bodies shall
have documented
procedures in place
ensuring that their
personnel, committees,
subsidiaries,
subcontractors and any
associated body or
personnel of external
bodies respect the
confidentiality of the

6. Notified bodies shall
have documented
procedures in place
ensuring that their
personnel, committees,
subsidiaries,
subcontractors and any
associated body or
personnel of external
bodies respect the
confidentiality of the

415 | information which comes information which comes information in accordance | information in accordance
into their possession during | into their possession during | with Article 70 which with Article 70 which
the performance of the performance of comes into their possession | comes into their possession
conformity assessment conformity assessment during the performance of | during the performance of
activities, except when activities, except when conformity assessment conformity assessment
disclosure is required by disclosure is required by activities, except when activities, except when
law. The staff of notified law. The staff of notified disclosure is required by disclosure is required by
bodies shall be bound to bodies shall be bound to law. The staff of notified law. The staff of notified
observe professional observe professional bodies shall be bound to bodies shall be bound to
secrecy with regard to all secrecy with regard to all observe professional observe professional
information obtained in information obtained in secrecy with regard to all secrecy with regard to all
carrying out their tasks carrying out their tasks information obtained in information obtained in
under this Regulation, under this Regulation, carrying out their tasks carrying out their tasks
15688/23 RB/ek 300
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Commission Proposal

except in relation to the
notifying authorities of the
Member State in which
their activities are carried
out.

EP Mandate

except in relation to the
notifying authorities of the
Member State in which
their activities are carried
out. Any information and
documentation obtained
by notified bodies
pursuant to the provisions
of this Article shall be
treated in compliance with

the confidentiality

obligations set out in
Article 70.

Council Mandate

under this Regulation,
except in relation to the
notifying authorities of the
Member State in which
their activities are carried
out.

Draft Agreement

under this Regulation,
except in relation to the
notifying authorities of the
Member State in which
their activities are carried
out.

Text Origin: Council

Mandate

Presidency3

Article 3

3(7)

7. Notified bodies shall
have procedures for the
performance of activities
which take due account of
the size of an undertaking,

7. Notified bodies shall
have procedures for the
performance of activities
which take due account of
the size of an undertaking,

7. Notified bodies shall
have procedures for the
performance of activities
which take due account of
the size of an undertaking,

7. Notified bodies shall
have procedures for the
performance of activities
which take due account of
the size of an undertaking,

416 | the sector in which it the sector in which it the sector in which it the sector in which it
operates, its structure, the operates, its structure, the operates, its structure, the operates, its structure, the
degree of complexity of degree of complexity of degree of complexity of degree of complexity of
the Al system in question. | the Al system in question. | the Al system in question. | the Al system in question.
Text Origin:
Commission Proposal
Article 33(8)
H7 '8, Notified bodies shall | 8. Notified bodies shall | 8. Notified bodies shall | 8. Notified bodies shall
15688/23 RB/ek 301
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Commission Proposal

take out appropriate
liability insurance for their
conformity assessment
activities, unless liability is
assumed by the Member
State concerned in
accordance with national
law or that Member State
is directly responsible for
the conformity assessment.

EP Mandate

take out appropriate
liability insurance for their
conformity assessment
activities, unless liability is
assumed by the Member
State concerned in
accordance with national
law or that Member State
is directly responsible for
the conformity assessment.

Council Mandate

take out appropriate
liability insurance for their
conformity assessment
activities, unless liability is
assumed by the Member
State concernedin which
they are located in
accordance with national
law or that Member State
is_itself directly responsible
for the conformity
assessment.

Draft Agreement

take out appropriate
liability insurance for their
conformity assessment
activities, unless liability is
assumed by the Member
State eoncernedin which
they are established in
accordance with national
law or that Member State
is_itself directly responsible
for the conformity
assessment.

Text Origin: Council

Mandate

Presidency3

Article 33(9)
9. Notified bodies shall be | 9. Notified bodies shall be | 9. Notified bodies shall be | 9. Notified bodies shall be
capable of carrying out all | capable of carrying out all | capable of carrying out all | capable of carrying out all
the tasks falling to them the tasks falling to them the tasks falling to them the tasks falling to them
under this Regulation with | under this Regulation with | under this Regulation with | under this Regulation with
the highest degree of the highest degree of the highest degree of the highest degree of
professional integrity and | professional integrity and | professional integrity and | professional integrity and
418 | the requisite competence in | the requisite competence in | the requisite competence in | the requisite competence in
the specific field, whether | the specific field, whether | the specific field, whether | the specific field, whether
those tasks are carried out | those tasks are carried out | those tasks are carried out | those tasks are carried out
by notified bodies by notified bodies by notified bodies by notified bodies
themselves or on their themselves or on their themselves or on their themselves or on their
behalf and under their behalf and under their behalf and under their behalf and under their
responsibility. responsibility. responsibility. responsibility.
Text Origin:
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Commission Proposal

Presidency3

Article 3

3(10)

10. Notified bodies shall
have sufficient internal
competences to be able to
effectively evaluate the
tasks conducted by
external parties on their
behalf. To that end, at all
times and for each
conformity assessment
procedure and each type of
high-risk Al system in
relation to which they have
been designated, the

10. Notified bodies shall
have sufficient internal
competences to be able to
effectively evaluate the
tasks conducted by
external parties on their
behalf. To that end, at all
times and for each
conformity assessment
procedure and each type of
high-risk Al system in
relation to which they have
been designated, the

10. Notified bodies shall
have sufficient internal
competences to be able to
effectively evaluate the
tasks conducted by
external parties on their
behalf. Fo-that-end-at-at
e el
CORJOFHH S S OSSNt
prseedieeebeael e af
Lot Lol b ]
beendledieneted-The

10. Notified bodies shall
have sufficient internal
competences to be able to
effectively evaluate the
tasks conducted by
external parties on their
behalf. Fo-that-end-at-at
B
CORJOFHH S S ONS e
proeedieendbeaal e
Lt Lol thorns ]
beenelediznare-The

419 | notified body shall have notified body shall have notified body shall have notified body shall have
permanent availability of permanent availability of permanent availability of permanent availability of
sufficient administrative, sufficient administrative, sufficient administrative, sufficient administrative,
technical and scientific technical and scientific technical, legal and technical, legal and
personnel who possess personnel who possess scientific personnel who scientific personnel who
experience and knowledge | experience and knowledge | possess experience and possess experience and
relating to the relevant relating to the relevant knowledge relating to the knowledge relating to the
artificial intelligence artificial intelligence relevant artificial relevant fypes of artificial
technologies, data and data | technologies, data and data | intelligence technologies, intelligence
computing and to the computing and to the data and data computing technotogiessystems, data
requirements set out in requirements set out in and to the requirements set | and data computing and to
Chapter 2 of this Title. Chapter 2 of this Title. out in Chapter 2 of this the requirements set out in
Title. Chapter 2 of this Title.
Text Origin: Council
Mandate
15688/23 RB/ek 303
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Pres1dency3

Article 3

3(11)

11. Notified bodies shall
participate in coordination
activities as referred to in
Article 38. They shall also

11. Notified bodies shall
participate in coordination
activities as referred to in
Article 38. They shall also

11. Notified bodies shall
participate in coordination
activities as referred to in
Article 38. They shall also

11. Notified bodies shall
participate in coordination
activities as referred to in
Article 38. They shall also

take part directly or be take part directly or be take part directly or be take part directly or be
represented in European represented in European represented in European represented in European
420 | standardisation standardisation standardisation standardisation
organisations, or ensure organisations, or ensure organisations, or ensure organisations, or ensure
that they are aware and up | that they are aware and up | that they are aware and up | that they are aware and up
to date in respect of to date in respect of to date in respect of to date in respect of
relevant standards. relevant standards. relevant standards. relevant standards.
Text Origin:
Commission Proposal
Article 33(12)
12. Notified bodies shall 12. Notified bodies shall
make available and submit | make available and submit deleted
upon request all relevant upon request all relevant
documentation, including documentation, including
the providers’ the providers’
421 documentation, to the documentation, to the
notifying authority referred | notifying authority referred
to in Article 30 to allow it | to in Article 30 to allow it
to conduct its assessment, | to conduct its assessment,
designation, notification, designation, notification,
monitoring and monitoring and
surveillance activities and | surveillance activities and
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ANNEX | TREE.2.B LIMITE EN



Commission Proposal

to facilitate the assessment
outlined in this Chapter.

EP Mandate

to facilitate the assessment
outlined in this Chapter.

Council Mandate

Draft Agreement

Presidency3

Article 33a
Article 33a Article 33a
Presumption of Presumption of
conformity with conformity with
421a requirements relating to requirements relating to
notified bodies notified bodies
Text Origin: Council
Mandate
Article 333, first paragraph

Where a conformity
assessment body
demonstrates its
conformity with the
criteria laid down in the

Where a conformity
assessment body
demonstrates its
conformity with the
criteria laid down in the

relevant harmonised
standards or parts thereof

relevant harmonised
standards or parts thereof

421b the references of which the references of which
have been published in the | have been published in the
Official Journal of the Official Journal of the
European Union it shall European Union it shall
be presumed to comply be presumed to comply
with the requirements set | with the requirements set
out in Article 33 in so far | outin Article 33 in so far
as the applicable as the applicable
harmonised standards harmonised standards
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Pres1dency3

cover those requirements. | cover those requirements.
Text Origin: Council
Mandate
Article 34
Article 34 Article 34 Article 34 Article 34
Subsidiaries of and Subsidiaries of and Subsidiaries of and Subsidiaries of and
subcontracting by notified | subcontracting by notified | subcontracting by notified | subcontracting by notified
422 bodies bodies bodies bodies
Text Origin:
Commission Proposal
Article 34(1)
1. Where a notified body 1. Where a notified body 1. Where a notified body 1. Where a notified body
subcontracts specific tasks | subcontracts specific tasks | subcontracts specific tasks | subcontracts specific tasks
connected with the connected with the connected with the connected with the
conformity assessment or | conformity assessment or | conformity assessment or | conformity assessment or
has recourse to a has recourse to a has recourse to a has recourse to a
subsidiary, it shall ensure subsidiary, it shall ensure subsidiary, it shall ensure subsidiary, it shall ensure
that the subcontractor or that the subcontractor or that the subcontractor or that the subcontractor or
423 | the subsidiary meets the the subsidiary meets the the subsidiary meets the the subsidiary meets the
requirements laid down in | requirements laid down in | requirements laid down in | requirements laid down in
Article 33 and shall inform | Article 33 and shall inform | Article 33 and shall inform | Article 33 and shall inform
the notifying authority the notifying authority the notifying authority the notifying authority
accordingly. accordingly. accordingly. accordingly.
Text Origin:
Commission Proposal
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Commission Proposal
Article 34(2)

EP Mandate

Council Mandate

Draft Agreement

Presidency3

2. Notified bodies shall
take full responsibility for
the tasks performed by
subcontractors or

2. Notified bodies shall
take full responsibility for
the tasks performed by
subcontractors or

2. Notified bodies shall
take full responsibility for
the tasks performed by
subcontractors or

2. Notified bodies shall
take full responsibility for
the tasks performed by
subcontractors or

424 subsidiaries wherever these | subsidiaries wherever these | subsidiaries wherever these | subsidiaries wherever these
are established. are established. are established. are established.
Text Origin:
Commission Proposal
Article 34(3)
3. Activities may be 3. Activities may be 3. Activities may be 3. Activities may be
subcontracted or carried subcontracted or carried subcontracted or carried subcontracted or carried
out by a subsidiary only out by a subsidiary only out by a subsidiary only out by a subsidiary only
with the agreement of the | with the agreement of the with the agreement of the | with the agreement of the
provider. provider. Notified bodies provider. provider. Notified bodies
425 shall make a list of their shall make a list of their
subsidiaries publicly subsidiaries publicly
available. available.
Text Origin: EP
Mandate
Article 34(4)
4. Notified bodies shall 4. Notified bodies shall 4, Siedifiedbolin bl 4, Meitied ol
426 | keep at the disposal of the | keep at the disposal of the | keep-atthedisposat-ofthe | keep-at-the-disposal-of-the
notifying authority the notifying authority the norfineanthorisn-The norfineaathorin-The
relevant documents relevant documents relevant documents relevant documents
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Commission Proposal

concerning the assessment
of the qualifications of the
subcontractor or the
subsidiary and the work
carried out by them under
this Regulation.

EP Mandate

concerning the
assessmentyerification of
the qualifications of the
subcontractor or the
subsidiary and the work
carried out by them under
this Regulation.

Council Mandate

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

Draft Agreement

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

notifying authority for a

period of 5 years from the

period of 5 years from the

termination date of the
subcontracting activity.

termination date of the
subcontracting activity.

Pres1dency3

Article 34a
Article 34a Article 34a
Operational obligations of | Operational obligations of
426a notified bodies notified bodies
Text Origin: Council
Mandate
Article 34a(1)
1. Notified bodies shall 1. Notified bodies shall
verify the conformity of verify the conformity of
high-risk Al system in high-risk Al system in
426b accordance with the accordance with the
conformity assessment conformity assessment
procedures referred to in procedures referred to in
Article 43. Article 43.
Text Origin: Council
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Commission Proposal EP Mandate Council Mandate Draft Agreement
Mandate
Article 34a(2) |
2. Notified bodies shall 2. Notified bodies shall
perform their activities perform their activities
while avoiding while avoiding
unnecessary burdens for unnecessary burdens for
providers, and taking due | providers, and taking due
account of the size of an account of the size of an
undertaking, the sector in | undertaking, the sector in
which it operates, its which it operates, its
structure and the degree structure and the degree
of complexity of the high of complexity of the high
risk Al system in question. | risk Al system in question.
In so doing, the notified In so doing, the notified
body shall nevertheless body shall nevertheless
426¢ respect the degree of respect the degree of
rigour and the level of rigour and the level of
protection required for the | protection required for the
compliance of the high compliance of the high
risk Al system with the risk Al system with the
requirements of this requirements of this
Regulation. Regulation. Particular
attention shall be paid to
minimising administrative
burdens and compliance
costs for micro and small
enterprises as defined in
Commission
Recommendation
2003/361/EC.
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Commission Proposal EP Mandate Council Mandate Draft Agreement Pres1dency3
Article 34a(3) |
3. Notified bodies shall 3. Notified bodies shall
make available and submit | make available and submit
upon request all relevant upon request all relevant
documentation, including | documentation, including
the providers’ the providers’
documentation, to the documentation, to the
426d notifying authority notifying authority
referred to in Article 30 to | referred to in Article 30 to
allow that authority to allow that authority to
conduct its assessment, conduct its assessment,
designation, notification, designation, notification,
monitoring activities and monitoring activities and
to facilitate the assessment | to facilitate the assessment
outlined in this Chapter. outlined in this Chapter.
Article 35
Article 35 Article 35 Article 35 Article 35
Identification numbers and | Identification numbers and | Identification numbers and | Identification numbers and
lists of notified bodies lists of notified bodies lists of notified bodies lists of notified bodies
427 designated under this eloitompato bl designated under this designated under this
Regulation Lroemlention Regulation Regulation
Text Origin:
Commission Proposal
| Article 35(1)
428
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Commission Proposal

1. The Commission shall
assign an identification
number to notified bodies.
It shall assign a single
number, even where a
body is notified under
several Union acts.

EP Mandate

1. The Commission shall
assign an identification
number to notified bodies.
It shall assign a single
number, even where a
body is notified under
several Union acts.

Council Mandate

1. The Commission shall
assign an identification
number to notified bodies.
It shall assign a single
number, even where a
body is notified under
several Union acts.

Draft Agreement

1. The Commission shall
assign an identification
number to notified bodies.
It shall assign a single
number, even where a
body is notified under
several Union acts.

Text Origin:
Commission Proposal

Presidency3

Article 3

5(2)

2. The Commission shall
make publicly available the
list of the bodies notified
under this Regulation,
including the identification
numbers that have been
assigned to them and the

2. The Commission shall
make publicly available the
list of the bodies notified
under this Regulation,
including the identification
numbers that have been
assigned to them and the

2. The Commission shall
make publicly available the
list of the bodies notified
under this Regulation,
including the identification
numbers that have been
assigned to them and the

2. The Commission shall
make publicly available the
list of the bodies notified
under this Regulation,
including the identification
numbers that have been
assigned to them and the

429 | activities for which they activities for which they activities for which they activities for which they
have been notified. The have been notified. The have been notified. The have been notified. The
Commission shall ensure Commission shall ensure Commission shall ensure Commission shall ensure
that the list is kept up to that the list is kept up to that the list is kept up to that the list is kept up to
date. date. date. date.
Text Origin:
Commission Proposal
| Article 36
430 . . . )
Article 36 Article 36 Article 36 Article 36
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Presidency3

Changes to notifications Changes to notifications Changes to notifications Changes to notifications
Text Origin:
Commission Proposal
Article 36(-1)
-1. The notifying -1. The notifying
authority shall notify the authority shall notify the
Commission and the other | Commission and the other
Member States of any Member States of any
relevant changes to the relevant changes to the
430a notification of a notified notification of a notified
body via the electronic body via the electronic
notification tool referred notification tool referred
to in Article 32(2). to in Article 32(2).
Text Origin: Council
Mandate
Article 36(-1a), first subparagraph
-la. The procedures -la. The procedures
described in Article 31 described in Article 31
and 32 shall apply to and 32 shall apply to
extensions of the scope of | extensions of the scope of
430b the notification. For the notification. For
changes to the notification | changes to the notification
other than extensions of other than extensions of
its scope, the procedures its scope, the procedures
laid down in the following | laid down in the following
paragraphs shall apply. paragraphs shall apply.
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Text Origin: Council
Mandate

Presidency3

Article 3

6(-1a), second subparagraph

Where a notified body
decides to cease its
conformity assessment
activities it shall inform

Where a notified body
decides to cease its
conformity assessment
activities it shall inform

the notifying authority
and the providers
concerned as soon _as
possible and in the case of

the notifying authority
and the providers
concerned as soon _as
possible and in the case of

a planned cessation one

a planned cessation one

year before ceasing its

activities. The certificates
may remain valid for a
temporary period of nine

year before ceasing its

activities. The certificates
may remain valid for a
temporary period of nine

430c months after cessation of | months after cessation of
the notified body's the notified body's
activities on condition that | activities on condition that
another notified body has | another notified body has
confirmed in writing that confirmed in writing that
it will assume it will assume
responsibilities for the AI | responsibilities for the AI
systems covered by those systems covered by those
certificates. The new certificates. The new
notified body shall notified body shall
complete a full assessment | complete a full assessment
of the Al systems affected | of the Al systems affected
by the end of that period by the end of that period
before issuing new before issuing new
certificates for those certificates for those
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Commission Proposal

EP Mandate

Council Mandate

systems. Where the
notified body has ceased

Draft Agreement

systems. Where the
notified body has ceased

its activity, the notifying

its activity, the notifying

authority shall withdraw
the designation.

authority shall withdraw
the designation.

Text Origin: Council

Mandate

Presidency3

Article 36(1)
1. Where a notifying 1. Where a notifying 1. Where a notifying 1. Where a notifying
authority has suspicions or | authority has suspicions or | authority has suspicionsor | authority has swspicions-or
has been informed that a has been informed that a Neis—heen has-beet
notified body no longer notified body no longer informedsufficient reasons | infornredsufficient reasons
meets the requirements laid | meets the requirements laid | fo consider that a notified | to consider that a notified
down in Article 33, or that | down in Article 33, or that | body no longer meets the body no longer meets the
it is failing to fulfil its it is failing to fulfil its requirements laid down in | requirements laid down in
obligations, that authority | obligations, that authority | Article 33, or that it is Article 33, or that it is
shall without delay shall without delay failing to fulfil its failing to fulfil its
investigate the matter with | investigate the matter with | obligations, that-authority | obligations, thaithe
431 | the utmost diligence. In the utmost diligence. In selpertb it lelone notifying authority shall
that context, it shall inform | that context, it shall inform | investisatethematter-with | without delay investigate
the notified body the notified body el ae e the matter with the utmost
concerned about the concerned about the that-context—it-shall diligence. In that context, it
objections raised and give | objections raised and give | infornithe notifying shall inform the notified
it the possibility to make it the possibility to make authority shall, provided body concerned about the
its views known. If the its views known. If the that the the notified body | objections raised and give
notifying authority comes | notifying authority comes | eoneerned-aboutthe it the possibility to make
to the conclusion that the to the conclusion that the objectionsraised-and-give | its views known. If the
notified body investigation | notified body investication | # ibitityhad the notifying authority comes
no longer meets the no longer meets the opportunity to make its to the conclusion that the
requirements laid down in | requirements laid down in | views known—fthe notified body i#vestisation
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Commission Proposal

Article 33 or that it is
failing to fulfil its

suspend or withdraw the
notification as appropriate,
depending on the
seriousness of the failure.
It shall also immediately
inform the Commission
and the other Member
States accordingly.

obligations, it shall restrict,

EP Mandate

Article 33 or that it is
failing to fulfil its
obligations, it shall restrict,
suspend or withdraw the
notification as appropriate,
depending on the
seriousness of the failure.
It shall also immediately
inform the Commission
and the other Member
States accordingly.

Council Mandate

e
restrict, suspend or
withdraw #e-notification
as appropriate, depending
on the seriousness of the
failure to meet those
requirements or fulfil
those obligations. It shall
atso immediately inform

Draft Agreement

no longer meets the
requirements laid down in
Article 33 or that it is
failing to fulfil its
obligations, it shall restrict,
suspend or withdraw-the
notification as appropriate,
depending on the
seriousness of the failure to
meet those requirements
or fulfil those obligations.
It shall-ese immediately
inform the Commission
and the other Member
States accordingly.

Presidency3

the Commission and the ﬁii;aggigin ¢ tounesd
other Member States
accordingly.
Article 36(2)
2. In the event of 2. In the event of
restriction, suspension or restriction, suspension or deleted
withdrawal of notification, | withdrawal of notification,
or where the notified body | or where the notified body
432 | has ceased its activity, the | has ceased its activity, the
notifying authority shall notifying authority shall
take appropriate steps to take appropriate steps to
ensure that the files of that | ensure that the files of that
notified body are either notified body are either
taken over by another taken over by another
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Commission Proposal EP Mandate Council Mandate Draft Agreement

notified body or kept notified body or kept

available for the available for the

responsible notifying responsible notifying

authorities at their request. | authorities, and market

surveillance authority at
their request.
Article 36(2a)
2a. Where its designation | 2a. Where its designation
has been suspended, has been suspended,
restricted, or fully or restricted, or fully or
4324 partially withdrawn, the partially withdrawn, the
notified body shall inform | notified body shall inform
the manufacturers the manufacturers
concerned at the latest concerned at the latest
within 10 days. within 10 days.
Article 36(2b)
2b. In the event of 2b. In the event of
restriction, SUspension or restriction, Suspension or
withdrawal of a withdrawal of a
notification, the notifying | notification, the notifying
432b authority shall take authority shall take
appropriate steps to appropriate steps to
ensure that the files of the | ensure that the files of the
notified body concerned notified body concerned
are kept and make them are kept and make them
available to notifying available to notifying
authorities in other authorities in other
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Commission Proposal EP Mandate Council Mandate Draft Agreement Presidency3
Member States and to Member States and to
market surveillance market surveillance
authorities at their authorities at their
request. request.
Article 36(2c)
2c. In the event of 2c. In the event of
restriction, suspension or | restriction, suspension or
432¢ withdrawal of a withdrawal of a

designation, the notifying
authority shall:

designation, the notifying
authority shall:

Article 36(2c), point (a)

432d

(a) assess the impact on
the certificates issued by

(a) assess the impact on
the certificates issued by

the notified body;

the notified body;

Text Origin: Council
Mandate

Article 36(2c), point (b)

(b) submit a report on its

findings to the

Commission and the other

(b) submit a report on its

findings to the

Commission and the other

432
M Member States within Member States within
three months of having three months of having
notified the changes to the | notified the changes to the
notification; notification;
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Text Origin: Council
Mandate

Presidency3

Article 36(2c), point (c)

432f

(c) require the notified
body to suspend or
withdraw, within a
reasonable period of time

(c) require the notified
body to suspend or
withdraw, within a
reasonable period of time

determined by the
authority, any certificates
which were unduly issued

determined by the
authority, any certificates
which were unduly issued

in order to ensure the
conformity of Al systems

in order to ensure the
conformity of Al systems

on_the market;

on_the market;

Text Origin: Council
Mandate

Article 36(2c), point (d)

432¢g

(d) inform the

Commission and the
Member States about
certificates of which it has

(d) inform the

Commission and the
Member States about
certificates of which it has

required their suspension

required their suspension

or withdrawal;

or withdrawal;

Text Origin: Council
Mandate

| Article 36(2c), point (e)
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Commission Proposal

EP Mandate

Council Mandate

(e) provide the national
competent authorities of

Draft Agreement

(e) provide the national
competent authorities of

the Member State in
which the provider has its

the Member State in
which the provider has its

registered place of
business with _all relevant

registered place of
business with all relevant

information about the
certificates for which it
has required suspension

information about the
certificates for which it
has required suspension

Presidency3

432h or withdrawal. That or withdrawal. That
competent authority shall | competent authority shall
take the appropriate take the appropriate
measures, where measures, where
necessary, to avoid a necessary, to avoid a
potential risk to health, potential risk to health,
safety or fundamental safety or fundamental
rights. rights.
Text Origin: Council
Mandate
Article 36(2d)
2d. With the exception of | 2d. With the exception of
certificates unduly issued, | certificates unduly issued,
and where a notification and where a notification
432i has been suspended or has been suspended or
restricted, the certificates restricted, the certificates
shall remain valid in the shall remain valid in the
following circumstances: following circumstances:
Text Origin: Council
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Mandate

Pres1dency3

Article 3

6(2d), point (a)

(a) the notifying authority

{a) the notifying authority

has confirmed, within one

has confirmed, within one

month of the suspension

month of the suspension

or restriction, that there is

or restriction, that there is

no risk to health, safety or

no risk to health, safety or

fundamental rights in

relation to certificates
affected by the suspension

fundamental rights in

relation to certificates
affected by the suspension

432j or restriction, and the or restriction, and the
notifying authority has notifying authority has
outlined a timeline and outlined a timeline and
actions anticipated to actions anticipated to
remedy the suspension or | remedy the suspension or
restriction; or restriction; or
Text Origin: Council
Mandate
Article 36(2d), point (b)
(b) the notifying authority | (b) the notifying authority
has confirmed that no has confirmed that no
certificates relevant to the | certificates relevant to the
432k suspension will be issued, | suspension will be issued,
amended or re-issued amended or re-issued
during the course of the during the course of the
suspension or restriction, suspension or restriction,
and states whether the and states whether the
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EP Mandate

Commission Proposal

Council Mandate

notified body has the
capability of continuing to

Draft Agreement

notified body has the
capability of continuing to

monitor and remain
responsible for existing
certificates issued for the

monitor and remain
responsible for existing
certificates issued for the

period of the suspension

period of the suspension

or restriction. In the event

or restriction. In the event

that the authority
responsible for notified
bodies determines that the

that the authority
responsible for notified
bodies determines that the

notified body does not
have the capability to
support existing
certificates issued, the
provider shall provide to

notified body does not
have the capability to
support existing
certificates issued, the
provider shall provide to

the national competent
authorities of the Member

the national competent
authorities of the Member

State in which the
provider of the system
covered by the certificate

State in which the
provider of the system
covered by the certificate

has its registered place of

has its registered place of

business, within three
months of the suspension

business, within three
months of the suspension

or restriction, a written
confirmation that another

or restriction, a written
confirmation that another

qualified notified body is

qualified notified body is

temporarily assuming the

temporarily assuming the

functions of the notified

functions of the notified

body to monitor and
remain responsible for the

body to monitor and
remain responsible for the

certificates during the
period of suspension or

certificates during the
period of suspension or

restriction.

restriction.

Presidency3
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Text Origin: Council
Mandate

Presidency3

Article 3

6(2e), first subparagraph

2e. With the exception of

2¢. With the exception of

certificates unduly issued,

certificates unduly issued,

and where a designation

and where a designation

has been withdrawn, the

has been withdrawn, the

certificates shall remain

certificates shall remain

4321 valid for a period of nine valid for a period of nine
months in the following months in the following
circumstances: circumstances:

Text Origin: Council
Mandate
Article 36(2e), first subparagraph, point (a)
(a) where the national (a) where the national
competent authority of the | competent authority of the
Member State in which Member State in which
the provider of the AI the provider of the Al
system _covered by the system _covered by the
432 certificate has its certificate has its
m . s
registered place of registered place of
business has confirmed business has
that there is no risk to confirmed that there is no
health, safety and risk to health, safety and
fundamental rights fundamental rights
associated with the [democracy, rule of law]
systems in_question; and associated with the
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

systems in question; and

Presidency3

Article 3

6(2e), first subparagraph, point (b)

(b) another notified body

(b) another notified body

has confirmed in writing

has confirmed in writing

that it will assume
immediate responsibilities

that it will assume
immediate responsibilities

for those systems and will

for those systems and will

have completed

have completed

432n assessment of them within | assessment of them within
twelve months of the twelve months of the
withdrawal of the withdrawal of the
designation. designation.
Text Origin: Council
Mandate
Article 36(2e), second subparagraph
In the circumstances In the circumstances
referred to in the first referred to in the first
subparagraph, the subparagraph, the
national competent national competent
authority of the Member authority of the Member
4320 State in which the State in which the
provider of the system provider of the system
covered by the certificate covered by the certificate
has its place of business has its place of business
may extend the may extend the
provisional validity of the | provisional validity of the
certificates for further certificates for further
15688/23 RB/ek 323
ANNEX | TREE.2.B LIMITE

EN



Commission Proposal

EP Mandate

Council Mandate

periods of three months,

Draft Agreement

periods of three months,

which altogether shall not

which altogether shall not

exceed twelve months.

exceed twelve months.

Text Origin: Council

Mandate

Presidency3

Article 3

6(2e), third subparagraph

The national competent
authority or the notified

2f. The national
competent authority or the

body assuming the
functions of the notified

body affected by the
change of notification

notified body assuming
the functions of the
notified body affected by
the change of notification

432p shall immediately inform | shall immediately inform
the Commission, the other | the Commission, the other
Member States and the Member States and the
other notified bodies other notified bodies
thereof. thereof.
Text Origin: Council
Mandate
Article 37
Article 37 Article 37 Article 37 Article 37
Challenge to the Challenge to the Challenge to the Challenge to the
433 competence of notified competence of notified competence of notified competence of notified
bodies bodies bodies bodies
Text Origin:
Commission Proposal
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Pres1dency3

Article 3

7(1)

1. The Commission shall,
where necessary,
investigate all cases where
there are reasons to doubt

1. The Commission shall,
where necessary,
investigate all cases where
there are reasons to doubt

1. The Commission shall,
where necessary,
investigate all cases where
there are reasons to doubt

1. The Commission shall,
where necessary,
investigate all cases where
there are reasons-_to doubt

whether a notified body whetherthe competence of | whether a notified body whetherthe competence of
434 complies with the a notified body eomplies complies with the a notified body eomplies

requirements laid down in | with-therequirementslaid | requirements laid down in | withor the continued

Article 33. down-inArticle 33or the Article 33. fulfilment by a notified
continued fulfilment by a body of the requirements
notified body of the laid down in Article 33
applicable requirements and their applicable
and responsibilities. responsibilities.

Article 37(2)

2. The Notifying authority | 2. The Notifying authority | 2. The notifying authority | 2. The Notifying authority

shall provide the shall provide the shall provide the shall provide the

Commission, on request, Commission, on request, Commission, on request, Commission, on request,

with all relevant with all relevant with all relevant with all relevant

information relating to the | information relating to the | information relating to the | information relating to the

435 | notification of the notified | notification or the notification of the notified | notification or the

body concerned. maintenance of the body concerned. maintenance of the
competence of the notified competence of the notified
body concerned. body concerned.

Text Origin: EP
Mandate
| Article 37(3)
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Commission Proposal

3. The Commission shall
ensure that all confidential
information obtained in the
course of its investigations
pursuant to this Article is

EP Mandate

3. The Commission shall
ensure that all
confidentialsensitive
information obtained in the
course of its investigations

Council Mandate

3. The Commission shall
ensure that all confidential
information obtained in the
course of its investigations
pursuant to this Article is

Draft Agreement

3. The Commission shall
ensure that all
econfidentialsensitive
information obtained in the
course of its investigations

Presidency3

436 | treated confidentially. pursuant to this Article is treated confidentially_in pursuant to this Article is
treated confidentially. accordance with Article treated confidentially in
70. accordance with Article
70.
Text Origin: EP
Mandate
Article 37(4)
4. Where the Commission | 4. Where the Commission | 4. Where the Commission | 4. Where the Commission
ascertains that a notified ascertains that a notified ascertains that a notified ascertains that a notified
body does not meet or no body does not meet or no body does not meet or no body does not meet or no
longer meets the longer meets the longer meets the longer meets the
requirements laid down in | requirements faid-downin | requirements laid down in | requirements laid-down-in
Article 33, it shall adopta | A+ticte 33 for its Article 33, it shall adoptea | Articte33for its
reasoned decision notification, it shall adopt | reasoned-decision notification, it shall adopt
437 requesting the notifying a-reasoned-decision regriestinathe-notifving a-reasoned-decision
Member State to take the reguestinginform the Member-Stateinform the reguesting-inform -the
necessary corrective notifying Member State notifying authority of the | notifying Member State
measures, including accordingly and request it | reasons of such an accordingly and request it
withdrawal of notification | to take the necessary ascertainment and request | to take the necessary
if necessary. That corrective measures, it to take the necessary corrective measures,
implementing act shall be | including suspension or corrective measures, including suspension or
adopted in accordance with | withdrawal of the including the suspension, | withdrawal of the
the examination procedure | notification if necessary. restriction or withdrawal notification if necessary.
referred to in Article 74(2). | Where the Member State | of notifieationthe Where the Member State
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Commission Proposal

EP Mandate

fails to take the necessary

corrective measures, the

Council Mandate

designation if necessary.
Where the notifying

Commission may, by
means of an implementing

authority fails to take the

Draft Agreement

fails to take the necessary

coirective measures, the
Commission may, by

necessary corrective

act, suspend, restrict or

measures, the Commission

means of implementing
acts, suspend, restrict or

withdraw the designation.

may, by means of

That implementing act
shall be adopted in
accordance with the
examination procedure
referred to in Article 74(2).

implementing acts,
suspend, restrict or
withdraw the notification.
That implementing act
shall be adopted in
accordance with the
examination procedure
referred to in Article 74(2).

withdraw the designation.
That implementing act
shall be adopted in
accordance with the
examination procedure

referred to in Article 74(2).

Pres1dency3

Article 38
Article 38 Article 38 Article 38 Article 38
Coordination of notified Coordination of notified Coordination of notified Coordination of notified
438 bodies bodies bodies bodies
Text Origin:
Commission Proposal
Article 38(1)

1. The Commission shall
ensure that, with regard to

1. The Commission shall
ensure that, with regard to

1. The Commission shall
ensure that, with regard to

1. The Commission shall
ensure that, with regard to

439 | the areas covered by this the areas covered by this the-creas-covered-bi-this the-areas-covered-hi-this
Regulation, appropriate Regulation, appropriate Regulationhigh-risk Al Regitatiornhigh-risk Al
coordination and coordination and systems, appropriate systems, appropriate
cooperation between cooperation between coordination and coordination and
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Commission Proposal

notified bodies active in
the conformity assessment
procedures of Al systems
pursuant to this Regulation
are put in place and
properly operated in the
form of a sectoral group of

EP Mandate

notified bodies active in
the conformity assessment
procedures of Al systems
pursuant to this Regulation
are put in place and
properly operated in the
form of a sectoral group of

Council Mandate

cooperation between
notified bodies active in
the conformity assessment
procedures-ofAL-systents
pursuant to this Regulation
are put in place and
properly operated in the

Draft Agreement

cooperation between
notified bodies active in
the conformity assessment
procedures-ofAL-systents
pursuant to this Regulation
are put in place and
properly operated in the

Pres1dency3

notified bodies. notified bodies. form of a sectoral group of | form of a sectoral group of
notified bodies. notified bodies.
Article 38(2)
2. Member States shall 2. Member States shall 2. Member-StatesThe 2. Member-StatesThe
ensure that the bodies ensure that the bodies notifying authority shall notifying authority shall
notified by them notified by them ensure that the bodies ensure that the bodies
participate in the work of | participate in the work of | notified by them notified by them
that group, directly or by that group, directly or by participate in the work of | participate in the work of
440 | means of designated means of designated that group, directly or by that group, directly or by
representatives. representatives. means of designated means of designated
representatives. representatives.
Text Origin: Council
Mandate
Article 38(2a)
2a. The Commission shall 2a. The Commission shall
provide for the exchange provide for the exchange
440a of knowledge and best of knowledge and best
practices between the practices between the
Member States' national Member States' notifying
authorities responsible for authorities.
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Commission Proposal

EP Mandate

notification policy.

Council Mandate

Draft Agreement

Text Origin: EP

Pres1dency3

Mandate
Article 39
Article 39 Article 39 Article 39 Article 39
Conformity assessment Conformity assessment Conformity assessment Conformity assessment
441 bodies of third countries bodies of third countries bodies of third countries bodies of third countries
Text Origin:
Commission Proposal
Article 39, first paragraph

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

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

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

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

B notified Bodies under this notified Bodies under this notified Bodies under this notified Bodies under this
Regulation. Regulation. Regulation, provided that | Regulation, provided that
they meet the they meet the
requirements in Article requirements in Article 33
33. or they ensure an
equivalent level of
compliance.
| Chapter 5
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Commission Proposal EP Mandate Council Mandate Draft Agreement Pres1dency3
Chapter 5 Chapter 5 Chapter 5 Chapter 5
STANDARDS, STANDARDS, STANDARDS, STANDARDS,
CONFORMITY CONFORMITY CONFORMITY CONFORMITY
ASSESSMENT, ASSESSMENT, ASSESSMENT, ASSESSMENT,
443 CERTIFICATES, CERTIFICATES, CERTIFICATES, CERTIFICATES,
REGISTRATION REGISTRATION REGISTRATION REGISTRATION
Text Origin:
Commission Proposal
Article 40
Article 40 Article 40 Article 40 Article 40
Harmonised standards Harmonised standards Harmonised standards Harmonised standards and
standardisation
444 deliverables
Text Origin:
Commission Proposal
Article 40, first paragraph
High-risk Al systems _High-risk Al systems_and | High-risk Al systems or High-risk Al systems [or
which are in conformity foundation models which | general purpose AI general purpose Al/and
with harmonised standards | are in conformity with systems which are in foundation models] which
445 or parts thereof the harmonised standards or conformity with are in conformity with
references of which have parts thereof the references | harmonised standards or harmonised standards or
been published in the of which have been parts thereof the references | parts thereof the references
Official Journal of the published in the Official of which have been of which have been
European Union shall be Journal of the European published in the Official published in the Official
presumed to be in Union in_accordance with | Journal of the European Journal of the European
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Commission Proposal

conformity with the
requirements set out in
Chapter 2 of this Title, to
the extent those standards
cover those requirements.

EP Mandate

Regulation (EU)
102572012 shall be
presumed to be in
conformity with the
requirements set out in
Chapter 2 of this Title or
Article 28b, to the extent
those standards cover those
requirements.

Council Mandate

Union shall be presumed to
be in conformity with the
requirements set out in
Chapter 2 of this Title_or,
as applicable, with
requirements set out in
Article 4a and Article 4b,
to the extent those
standards cover those
requirements.

Draft Agreement

Union_in accordance with
Regulation (EU)
1025/2012 shall be
presumed to be in
conformity with the
requirements set out in
Chapter 2 of this Title_or,
as applicable, with the
requirements set out in
[Article 4b/28b], to the
extent those standards
cover those requirements.

Presidency3

Article 4

0(-1), first subparagraph

-1. When issuing a
standardisation request to

2. 2. The Commission
shall issue standardisation

European standardisation

requests covering all

organisations in
accordance with Article 10

requirements of Title I1
Chapter I1I and [...] of

of Regulation 1025/2012,

this Regulation, in

the Commission shall

accordance with Article 10

4454 specify that standards are | of Regulation EU
coherent, clear and (No)1025/2012 by... [six
drafted in such a way that | months after the date of
they aim to fulfil in entry into force of this
particular the following Regulation]. The
objectives: standardisation request,
shall also ask for
deliverables on reporting
and documentation
processes to improve Al
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

systems resource
performance, such as
reduction of energy and
other resources
consumption of the high-
risk Al system during its
lifecycle. When preparing
standardisation request,
the Commission shall
consult the [AI Office]
and [the Advisory Forum].

Office and forum to be
cleared after governance

Text Origin: Council
Mandate

Presidency3

Article 4

0(-1), first subparagraph, point (a)

445b

(a) ensure that Al systems

When issuing a

placed on the market or

standardisation request to

put into service in the

Union are safe and
respect Union values and

European standardisation
organisations, the
Commission shall specify

strengthen the Union's
open strategic autonomy;

that standards have to be
consistent, including with

the existing and future
standards developed in the
various sectors for
products covered by the

existing Union safety
legislation listed in Annex
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

11, clear and aimed at
ensuring that Al systems
[or foundation models]
placed on the market or
put into service in the
Union meet the relevant
requtirements laid down in

this Regulation.

Presidency3

Article 40(-1), first subparagraph, point (b)

445¢

(b) promote investment
and innovation in Al,

including through
increasing legal certainty,

as well as competitiveness
and growth of the Union
market;

Text Origin: Council
Mandate

Article 40(-1), first subparagraph, point (c)

445d

(c) enhance
multistakeholder
governance,
representative of all
relevant European
stakeholders (e.g.
industry, SMEs, civil
society, researchers);

Text Origin: Council
Mandate

| Article 40(-1), first subparagraph, point (d)
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Commission Proposal

EP Mandate

Council Mandate

(d) contribute to

strengthening global
cooperation on

Draft Agreement

Text Origin: Council

Mandate

Presidency3

445e¢ standardisation in the
field of Al that is
consistent with Union
values and interests.
Article 40(-1), second subparagraph

The Commission shall
request the European
standardisation
organisations to provide

The Commission shall
request the European
standardisation
organisations to provide

evidence of their best

evidence of their best

445F efforts to fulfil the above efforts to fulfil the above
objectives. objectives in accordance
with Article 24 of
Regulation EU 1025/2012.
Text Origin: Council
Mandate
Article 40, (1a)
la. The Commission shall
issue standardisation
445¢g requests covering all
requirements of this
Regulation, in accordance
with Article 10 of
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Commission Proposal

EP Mandate

Regulation EU
(No)1025/2012 by... [two

months after the date of
entry into force of this
Regulation]. When
preparing standardisation

request, the Commission
shall consult the AI Office
and the Advisory Forum;

Council Mandate

Draft Agreement

Presidency3

Article 40, (1c)

Ic The actors involved in Ic The actors involved in
the standardisation the standardisation
process shall take into process shall take into
account the general account the [general
principles for trustworthy principles for trustworthy
Al set out in Article 4(a), Al set out in Article 4(a)],
seek to promote seek to promote
investment and innovation investment and innovation
in Al as well as in Al, including through

445h competitiveness and increasing legal certainty,
growth of the Union as well as competitiveness
market, and contribute to and growth of the Union
strengthening global market, and contribute to
cooperation on strengthening global
standardisation and cooperation on
taking into account standardisation and
existing international taking into account
standards in the field of existing international
Al that are consistent with standards in the field of
Union values, Al that are consistent with
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Commission Proposal

EP Mandate

fundamental rights and

interests, and ensure a
balanced representation of
interests and effective
participation of all

relevant stakeholders in
accordance with Articles
5, 6, and 7 of Regulation
(EU) No 1025/2012

Council Mandate

Draft Agreement

Union values
fundamental rights and

interests, and enhance
mudlti-stakeholder
governance ensuring a
balanced representation of
interests and effective
participation of all
relevant stakeholders in
accordance with Articles

5, 6, and 7 of Regulation
(EU) No 1025/2012

Text Origin: EP
Mandate

Presidency3

Article 40, (1b)

445i

1b When issuing a
standardisation request to

European standardisation
organisations, the
Commission shall specify
that standards have to be
consistent, including with
the sectorial law listed in
Annex I, and aimed at
ensuring that Al systems
or foundation models
placed on the market or

put into service in the
Union meet the relevant
requirements laid down in
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Pres1dency3

this Regulation;
Article 41 |
Article 41 Article 41 Article 41 Article 41
e Common specifications Common specifications Common specifications Common specifications
Text Origin:
Commission Proposal
Article 41(1)

1. Where harmonised

1. Whereharmonised

standards referred to in deleted stbeplepbre oo Lo by srbepeleber o Lo b
Article 40 do not exist or P Article-40-donorexisror
where the Commission where-The Commission sl e Cenrrbndien
considers that the relevant compiclem et tepelevant | eommddem e tlea e
harmonised standards are harmonised-standards-eare | harmonised-standards-are
insufficient or that there is fror e leg o e tlhiena b | dpaptielont et pian e
a need to address specific B e e e T B e
safety or fundamental right B e el e e e e
447 concerns, the Commission eoncerns—the-Commission | conceras—the-Commission
may, by means of e e e, e e e,
implementing acts, adopt implementing-aets—adoptis | inplenentingaets;
common specifications in empowered to adopt, after | adoptThe Commission
respect of the requirements consulting the AI Board is empowered to adopt,
set out in Chapter 2 of this referred to in Article 56, after consulting the Al
Title. Those implementing implementing acts in [Board] referred to in
acts shall be adopted in accordance with the Article 56 [and the Al
accordance with the examination procedure Forum referred to in
examination procedure referred to in Article 74(2) | Article 58], implementing
referred to in Article 74(2). establishing common acts in_accordance with
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Commission Proposal

EP Mandate

Council Mandate

technical specifications #
respect-offor the
requirements set out in
Chapter 2 of this Title-
71 - .
shell-he-ctelopred-in
tecordancesvith-the

.

4 Lo L :
F4{2)-, or, as applicable,
with requirements set out
in Article 4a and Article
4b, where the following
conditions have been

fulfilled:

Draft Agreement

the examination
procedure referred to in
Article 74(2) establishing
common specifications i
respect-offor the
requirements set out in
Chapter 2 of this Title.
7 o s .
shall-be-copted-in
wecordancesvith-the
S

4 Lo ! o]
F4{2)-or, as applicable,
with requirements set out
in Article [28b], where the
following conditions have

been fulfilled:

Presidency3

Article 41(1), point (a)
(a) no reference to (a) (a) no reference to
harmonised standards harmonised standards
covering the relevant covering the requirements
essential safety or referred to in Chapter I1
fundamental right of this Title has been
447a concerns is published in published in the Official
the Official Journal of the | Journal of the European
European Union in Union, in accordance with
accordance with Regulation (EU) No
Regulation (EU) No 102572012, and no such
1025/2012; reference is expected to be
published within a
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

reasonable period;

aa) that there is a need to
address specific safety or
fundamental right

concerns.

Presidency3

Article 41(1), point (b)

(b) the Commission has (b) the Commission has
requested, pursuant to requested, pursuant to
Article 10(1) of Article 10(1) of
Regulation 1025/2012, Regulation 1025/2012,
one or more European one or more European
standardisation standardisation

447b organisations to draft a organisations to draft a
harmonised standard for harmonised standard for
the requirements set out in | the requirements set out in
Chapter 2 of this Title; Chapter 2 of this Title;

Text Origin: Council
Mandate
Article 41(1), point (c)

(c) therequest referredto | (c) the request referred to
in point (b) has not been in point (b) has not been
accepted by any of the accepted by any of the

447¢ Y )
European standardisation | European standardisation
organisations or the organisations or the
harmonised standards harmonised standards
addressing that request addressing that request
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Commission Proposal

EP Mandate

Council Mandate

are not delivered within

Draft Agreement

are not delivered within

the deadline set in
accordance with article
10(1) of Regulation
102572012 or those
standards do not comply

the deadline set in
accordance with article
10(1) of Regulation
102572012 or those
standards do not comply

with the request.

wiith the request.

Text Origin: Council

Mandate

Presidency3

Article 41(1a)
la. Before preparing a la. Before preparing a
draft implementing act, draft implementing act,
the Commission shall the Commission shall
inform the committee inform the committee
referred to in Article 22 of | referred to in Article 22 of
Regulation EU (No) Regulation EU (No)
447d 1025/2012 that it 1025/2012 [and the AI
considers that the Office] that it considers
conditions in paragraph 1 | that the conditions in
are fulfilled. paragraph 1 are fulfilled.
Text Origin: Council
Mandate
Article 41(1a)
la. _The Commission
447¢ -
may, by means of Included in row 477
implementing act adopted
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Commission Proposal

EP Mandate

in accordance with the
examination procedure
referred to in Article 74(2)

and after consulting the
Al Office and the AI
Advisory Forum, adopt
common specifications in
respect of the
requirements set out in
Chapter 2 of this Title or
Article 28b wherein all of
the following conditions
are fulfilled:

__(a) there is no reference
to harmonised standards
already published in the
Official Journal of the
European Union related
to the essential
requirement(s), unless the
harmonised standard in
question is an existing
standard that must be
revised;

(b) the Commission has
requested one or more
European standardisation
organisations to draft a
harmonised standard for
the essential
requirement(s) set out in

Chapter 2;
(c) the request referred

Council Mandate

Draft Agreement

Presidency3
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Commission Proposal

EP Mandate

to in point (b) has not
been accepted by any of
the European
standardisation
organisations; or there are
undue delays in the
establishment of an
appropriate harmonised
standard; or the standard
provided does not satisfy

the requirements of the
relevant Union law, or
does not comply with the

request of the

Commission.

Council Mandate

Draft Agreement

Presidency3

Article 41(1a)

447f

1b. The Commission shall
develop common
specifications for the
methodology to fulfil the
reporting and
documentation
requirement on the
consumption of energy
and resources during
development, training and
deployment of the high

risk Al system.

Dropped, to be subsituted by
a standardization deliverable
(see art. 40)

la. Proposal to be deleted,
as art. 40, line 445a would
be acting as part of the

compromise.

| Article 41(1b)
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Commission Proposal

EP Mandate

lc. Where the
Commission considers
there to be a need to
address specific
fundamental rights
CONCErns, COmmon

Council Mandate

Draft Agreement

Presidency3

1b. To be dropped, with
introduction in 447 as a

compromise.

447¢ specifications adopted by
the Commission in
accordance with
paragraph la shall also
address those specific
fundamental rights
concerns.
Article 41(2) |

2. The Commission, when | 2. The Commission shall, | 2. In the early 2. 2. In the early

preparing the common throughout the whole preparation of the draft preparation of the draft

specifications referred to in | process of drafting—when implementing act implementing act

paragraph 1, shall gather preparing the common establishingThe establishingThe

the views of relevant specifications referred to in | Commissionwhen Dbkl

bodies or expert groups parasraphi—shatt-sather | preparing the common preparing the common

448 established under relevant | theviewsof specifieationsspecification, specificationsspecification,

sectorial Union law. retevantparagraphs la the Commission shall the Commission shall
and 1b, regularly consult | fulfil the objectives fulfil the objectives
the Al Office and the referred to in parasraphit; referred to in parasraphi
Advisory Forum, the shettArticle 40(2) and shettArticle 40(2) and
European standardisation | gather the views of gather the views of
organisations and bodies | relevant bodies or expert relevant bodies or expert
or expert groups groups established under groups established under
established under relevant | relevant sectorial Union relevant_Union law. Based
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Commission Proposal

EP Mandate

sectorial Union law _as well
as other relevant
stakeholders. The
Commission shall fulfil

Council Mandate

law. Based on that
consultation, the
Commission shall prepare
the draft implementing

the objectives referred to
in Article 40 (I1c) and duly
justify why it decided to

act.

Draft Agreement

Presidency3

on _that consultation, the
Commission shall prepare
the draft implementing act

to add a recital explaining
more about these bodies.

resort to common
specifications.

Where the Commission
intends to adopt common
specifications pursuant to
paragraph la of this
Article, it shall also clearly
identify the specific
fundamental rights
concern to be addressed.

When adopting common
specifications pursuant to
paragraphs 1a and 1b of
this Article, the
Commission shall take
into account the opinion
issued by the Al Office
referred to in Article
56e(b) of this Regulation.
Where the Commission
decides not to follow the
opinion of the Al Office, it
shall provide a reasoned
explanation to the AI

Office.
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Article 4

Commission Proposal
1(3)

EP Mandate

Council Mandate

Draft Agreement

Presidency3

3. High-risk Al systems
which are in conformity
with the common
specifications referred to in
paragraph 1 shall be
presumed to be in
conformity with the
requirements set out in

3. High-risk Al systems
which are in conformity
with the common
specifications referred to in
parasraph-tparagraphs la
and 1b shall be presumed
to be in conformity with
the requirements set out in

3. High-risk Al systems or
general purpose Al
systems which are in
conformity with the
common specifications
referred to in paragraph 1
shall be presumed to be in
conformity with the

3. High-risk Al systems or
[foundation models]
which are in conformity
with the common
specifications referred to in
paragraph 1/and laj, or
parts thereof, shall be

presumed to be in

449 | Chapter 2 of this Title, to Chapter 2 of this Title, to requirements set out in conformity with the
the extent those common the extent those common Chapter 2 of this Title or, | requirements set out in
specifications cover those | specifications cover those | as applicable, with Chapter 2 of this Title_or,
requirements. requirements- requirements set out in as applicable, with
Article 4a and Article 4b, | requirements set out in
to the extent those [Article 28b], to the extent
common specifications those common
cover those requirements. | specifications cover those
requirements.
Article 41(3a)
3a. Where a harmonised 3a. Where a harmonised
standard is adopted by a standard is adopted by a
European standardisation European standardisation
organisation and proposed organisation and proposed
449a to the Commission for the to the Commission for the
publication of its publication of its
reference in the Official reference in the Official
Journal of the European Journal of the European
Union, the Commission Union, the Commission
shall assess the shall assess the
15688/23 RB/ek
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Commission Proposal

EP Mandate

harmonised standard in
accordance with
Regulation (EU) No
1025/2012. When
reference of a harmonised
standard is published in
the Official Journal of the
European Union, the
Commission shall repeal
acts referred to in
paragraph 1 and 1b, or
parts thereof which cover
the same requirements set
out in_ Chapter 2 of this
Title.

Council Mandate

Draft Agreement

harmonised standard in
accordance with
Regulation (EU) No
1025/2012. When
reference of a harmonised
standard is published in
the Official Journal of the
European Union, the
Commission shall repeal
acts referred to in
paragraph 1 and 1b, or
parts thereof which cover
the same requirements set
out in Chapter 2 of this
Title.

Text Origin: EP
Mandate

Presidency3

Article 4

1(4)

4. Where providers do not

4. Where providers of

4. Where providers of

comply with the common high-risk Al systems do deleted high-risk Al systems do
specifications referred to in | not comply with the not comply with the
paragraph 1, they shall common specifications common specifications
duly justify that they have | referred to in paragraph 1, referred to in paragraph 1,
450 | adopted technical solutions | they shall duly justify that they shall duly justify that
that are at least equivalent | they have adopted they have adopted
thereto. technical solutions that technical solutions that
aremeet the requirements aremeet the requirements
referred to in Chapter 11 referred to in Chapter 11
10 a level at least 10 a level at least
equivalent thereto-; equivalent thereto.
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Text Origin: EP
Mandate

Pres1dency3

Article 4

1(4a)

450a

4a. When references of a
harmonised standard are
published in the Official

Journal of the European
Union, implementing acts
referred to in paragraph 1,
which cover the
requirements set out in
Chapter 2 of this Title or
requirements set out in
Article 4a and Article 4b,
shall be repealed, as

applicable.

Article 4

1(4b)

450b

4b. When a Member State

4b. When a Member State

considers that a common

considers that a common

specification does not
entirely satisfy the
requirements set out in
Chapter 2 of this Title or

specification does not
entirely satisfy the
requirements set out in
Chapter 2 of this Title or

requirements set out in
Article 4a and Article 4b,

requirements set out in
[Article 4a and Article 4b],

as applicable, it shall
inform the Commission

as applicable, it shall
inform the Commission

15688/23
ANNEX I

TREE.2.B

RB/ek
LIMITE

347
EN



Commission Proposal

EP Mandate

Council Mandate

thereof with a detailed
explanation and the
Commission shall assess

Draft Agreement

thereof with a detailed
explanation and the
Commission shall assess

that information and, if

that information and, if

appropriate, amend the
implementing act
establishing the common

appropriate, amend the
implementing act
establishing the common

specification in question.

specification in question.

Pres1dency3

Text Origin: Council
Mandate

Article 42

Article 42 Article 42 Article 42 Article 42
Presumption of conformity | Presumption of conformity | Presumption of conformity | Presumption of conformity
451 with certain requirements | with certain requirements | with certain requirements | with certain requirements

Text Origin:
Commission Proposal

Article 42(1)

1. Taking into account
their intended purpose,
high-risk Al systems that
have been trained and

1. Taking into account
their intended purpose,
high-risk Al systems that
have been trained and

High-risk Al systems that
have been trained and

High-risk Al systems that
have been trained and

452 . .
tested on data concerning | tested on data concerning | tested on data tested on data
the specific geographical, | the specific geographical, | concerningreflecting the econcerningreflecting the
behavioural and functional | behavioural contextual and | specific geographical, specific geographical,
setting within which they functional setting within behavioural andor behavioural, contextual or
are intended to be used which they are intended to | functional setting within and functional setting
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Commission Proposal

shall be presumed to be in
compliance with the
requirement set out in
Article 10(4).

EP Mandate

be used shall be presumed
to be in compliance with
the reguirementrespective
requirements set out in
Article 10(4).

Council Mandate

which they are intended to
be used shall be presumed
to be in compliance with

the reguirenentrespective

requirements set out in
Article 10(4).

Draft Agreement

within which they are
intended to be used shall
be presumed to be in
compliance with the

requiremenirespective

requirements set out in
Article 10(4).

Presidency3

Article 4

2(2)

2. High-risk Al systems
that have been certified or
for which a statement of
conformity has been issued
under a cybersecurity
scheme pursuant to
Regulation (EU) 2019/881
of the European Parliament
and of the Council' and the
references of which have

2. High-risk Al systems
that have been certified or
for which a statement of
conformity has been issued
under a cybersecurity
scheme pursuant to
Regulation (EU) 2019/881
of the European Parliament
and of the Council' and the
references of which have

2. High-risk Al systems or
general purpose Al
systems that have been
certified or for which a
statement of conformity
has been issued under a
cybersecurity scheme
pursuant to Regulation
(EU) 2019/881 of the
European Parliament and

2. High-risk Al systems or
[general purpose Al
systems] that have been
certified or for which a
statement of conformity
has been issued under a
cybersecurity scheme
pursuant to Regulation
(EU) 2019/881 of the
European Parliament and

453 | been published in the been published in the of the Council' and the of the Council** and the
Official Journal of the Official Journal of the references of which have references of which have
European Union shall be European Union shall be been published in the been published in the
presumed to be in presumed to be in Official Journal of the Official Journal of the
compliance with the compliance with the European Union shall be European Union shall be
cybersecurity requirements | cybersecurity requirements | presumed to be in presumed to be in
set out in Article 15 of this | set out in Article 15 of this | compliance with the compliance with the
Regulation in so far as the | Regulation in so far as the | cybersecurity requirements | cybersecurity requirements
cybersecurity certificate or | cybersecurity certificate or | set out in Article 15 of this | set out in Article 15 of this
statement of conformity or | statement of conformity or | Regulation in so far as the | Regulation in so far as the
parts thereof cover those parts thereof cover those cybersecurity certificate or | cybersecurity certificate or
requirements. requirements. statement of conformity or | statement of conformity or
15688/23 RB/ek 349
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Commission Proposal

1. 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) No
526/2013 (Cybersecurity Act)
(OJL 151,7.6.2019, p. 1).

EP Mandate

1. 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) No
526/2013 (Cybersecurity Act)
(OJL 151,7.6.2019, p. 1).

Council Mandate

parts thereof cover those
requirements.

1. [1] 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) No 526/2013
(Cybersecurity Act) (OJ L 151,
7.6.2019, p. 1).

Draft Agreement
parts thereof cover those
requirements.

1. Regilation(EL)-2019/881-of
g Dot e

Presidency3

Article 43
454 Article 43 Article 43 Article 43
Conformity assessment Conformity assessment Conformity assessment
Article 43(1), first subparagraph

1. For high-risk Al
systems listed in point 1 of
Annex III, where, in
demonstrating the

1. For high-risk Al
systems listed in point 1 of
Annex III, where, in
demonstrating the

1. For high-risk Al
systems listed in point 1 of
Annex III, where, in
demonstrating the

1. For high-risk Al
systems listed in point 1 of
Annex III, where, in
demonstrating the

455 | compliance of a high-risk | compliance of a high-risk | compliance of a high-risk | compliance of a high-risk
Al system with the Al system with the Al system with the Al system with the
requirements set out in requirements set out in requirements set out in requirements set out in
Chapter 2 of this Title, the | Chapter 2 of this Title, the | Chapter 2 of this Title, the | Chapter 2 of this Title, the
provider has applied provider has applied provider has applied provider has applied
harmonised standards harmonised standards harmonised standards harmonised standards
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Commission Proposal

referred to in Article 40,
or, where applicable,
common specifications
referred to in Article 41,
the provider shall follow
one of the following
procedures:

EP Mandate

referred to in Article 40,
or, where applicable,
common specifications
referred to in Article 41,

the provider shall fettowopt
[for one of the following

procedures:;

Council Mandate

referred to in Article 40,
or, where applicable,
common specifications
referred to in Article 41,

the provider shall fettowopi
[for one of the following
procedures:

Draft Agreement

referred to in Article 40,
or, where applicable,
common specifications
referred to in Article 41,

the provider shall fettowopt
Jor one of the following
procedures:

Pres1dency3

Article 4

3(1), first subparagraph, point (a)

(a) the conformity
assessment procedure
based on internal control

(a) the conformity
assessment procedure
based on internal control

(a) the conformity
assessment procedure
based on internal control

(a) the conformity
assessment procedure
based on internal control

456 referred to in Annex VI; referred to in Annex VI;_or | referred to in Annex VI; or | referred to in Annex VI; or
Text Origin: Council
Mandate
Article 43(1), first subparagraph, point (b)
(b) the conformity (b) the conformity (b) the conformity (b) the conformity
assessment procedure assessment procedure assessment procedure assessment procedure
based on assessment of the | based on assessment of the | based on assessment of the | based on assessment of the
quality management quality management quality management quality management
system and assessment of | system and assessment-of | system and assessment of | system and assessment of
457 the technical the technical the technical the technical
documentation, with the documentation, with the documentation, with the documentation, with the
involvement of a notified involvement of a notified involvement of a notified involvement of a notified
body, referred to in Annex | body, referred to in Annex | body, referred to in Annex | body, referred to in Annex
VIL VIl VIL VIL
Text Origin: Council
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Presidency3

Mandate
Article 43(1), second subparagraph
Where, in demonstrating Where—_In demonstrating | Where, in demonstrating Where-In demonstrating
the compliance of a high- the compliance of a high- the compliance of a high- the compliance of a high-
risk Al system with the risk Al system with the risk Al system with the risk Al system with the
requirements set out in requirements set out in requirements set out in requirements set out in
Chapter 2 of this Title, the | Chapter 2 of this Title, the | Chapter 2 of this Title, the | Chapter 2 of this Title,

provider has not applied or
has applied only in part
harmonised standards
referred to in Article 40, or
where such harmonised
standards do not exist and
common specifications
referred to in Article 41 are
not available, the provider

provider kas-not-applied-or
Lresmpppliod ol in
partshall follow the

conformity assessment
procedure set out in
Annex VII in the
following cases:

(a) where harmonised

standards referred to in

provider has not applied or
has applied only in part
harmonised standards
referred to in Article 40, or
where such harmonised
standards do not exist and
common specifications
referred to in Article 41 are
not available, the provider

shall follow the

conformity assessment
procedure set out in
Annex VII in the
following cases:
(a) wherethe-providertes
Lol oL Liod
only-inpeart harmonised

standards referred to in

458 shall follow the conformity | Article 40, e#wheresweh | shall follow the conformity | Article 40, orwheresuch
assessment procedure set Dtk eedtendlardthe assessment procedure set Lrerprreriiedendansdb-do
out in Annex VIL reference number of out in Annex VIIL not exist and common
which has been published specifications referred to in
in the Official Journal of Article 41 are not
the European Union, available;s
covering all relevant (aa) the provider sha#
safety requirements for Foltow-the-conformity
the Al system, do not exist e e
and common specifications ountinAnnexI-has not
referred to in Article 41 are applied or has applied
not available;; only in part the
(b) where the technical harmonised standard;
specifications referred to (b) where the common
in_point (a) exist but the specifications referred to
15688/23 RB/ek 352
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Commission Proposal

EP Mandate

provider has not applied
them or has applied them
only in part;

(c) where one or more of
the technical
specifications referred to
in point (a) has been
published with a
restriction and only on the
part of the standard that
was restricted;

(d) when the provider
e eedlreer
outinAnnexIconsiders
that the nature, design,
construction or purpose of
the Al system necessitate
third party verification,
regardless of its risk level.

Council Mandate

Draft Agreement

in point (a) exist but the
provider has not applied

them;

(c) where one or more of
the harmonised standards
referred to in point (a) has
been published with a
restriction and only on the
part of the standard that

was restricted;

Presidency3

Article 4

3(1), third subparagraph

For the purpose of the
conformity assessment
procedure referred to in
Annex VII, the provider

_For the purpose of
carrying out the
conformity assessment
procedure referred to in

For the purpose of the
conformity assessment
procedure referred to in
Annex VII, the provider

For the purpose of the
conformity assessment
procedure referred to in
Annex VII, the provider

459 may choose any of the Annex VII, the provider may choose any of the may choose any of the
notified bodies. However, | may choose any of the notified bodies. However, | notified bodies. However,
when the system is notified bodies. However, | when the system is when the system is
intended to be put into when the system is intended to be put into intended to be put into
service by law intended to be put into service by law service by law
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Commission Proposal

enforcement, immigration
or asylum authorities as
well as EU institutions,
bodies or agencies, the
market surveillance
authority referred to in
Article 63(5) or (6), as
applicable, shall act as a

EP Mandate

service by law
enforcement, immigration
or asylum authorities as
well as EU institutions,
bodies or agencies, the
market surveillance
authority referred to in
Article 63(5) or (6), as

Council Mandate

enforcement, immigration
or asylum authorities as
well as EU institutions,
bodies or agencies, the
market surveillance
authority referred to in
Article 63(5) or (6), as
applicable, shall act as a

Draft Agreement

enforcement, immigration
or asylum authorities as
well as EU institutions,
bodies or agencies, the
market surveillance
authority referred to in
Article 63(5) or (6), as
applicable, shall act as a

Presidency3

notified body. applicable, shall act as a notified body. notified body.
notified body.
Text Origin: Council
Mandate
Article 43(2)

2. For high-risk Al
systems referred to in
points 2 to 8 of Annex III,
providers shall follow the
conformity assessment
procedure based on
internal control as referred
to in Annex VI, which

2. For high-risk Al
systems referred to in
points 2 to 8 of Annex III,
providers shall follow the
conformity assessment
procedure based on
internal control as referred
to in Annex VI, which

2. For high-risk Al
systems referred to in
points 2 to 8 of Annex I1I
and for general purpose

2. For high-risk Al
systems referred to in
points 2 to 8 of Annex 111
and for [general purpose

Al systems referred in
Title 1a, providers shall
follow the conformity
assessment procedure

Al systems referred in
Title 1a], providers shall
follow the conformity
assessment procedure

460 | does not provide for the does not provide for the based on internal control as | based on internal control as
involvement of a notified involvement of a notified referred to in Annex VI, referred to in Annex VI,
body. For high-risk Al body. For high-risk Al which does not provide for | which does not provide for
systems referred to in point | systems referred to in point | the involvement of a the involvement of a
5(b) of Annex III, placed 5(b) of Annex III, placed notified body.Ferhich- notified body.-Ferfieh-
on the market or put into on the market or put into I e e e e e
service by credit service by credit itk L TIL | el S bl s e T1D
institutions regulated by institutions regulated by P placed-on-the-marker-or
Directive 2013/36/EU, the | Directive 2013/36/EU, the | putinto-service-by-eredit P e
conformity assessment conformity assessment frrti e el Lt et o Ll
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Commission Proposal

shall be carried out as part
of the procedure referred to
in Articles 97 to101 of that
Directive.

EP Mandate

shall be carried out as part
of the procedure referred to
in Articles 97 to101 of that
Directive.

Council Mandate

Draft Agreement

Text Origin: Council

Mandate

Presidency3

Article 4

3(3), first subparagraph

3. For high-risk Al
systems, to which legal
acts listed in Annex II,
section A, apply, the
provider shall follow the
relevant conformity
assessment as required
under those legal acts. The
requirements set out in

3. For high-risk Al
systems, to which legal
acts listed in Annex II,
section A, apply, the
provider shall follow the
relevant conformity
assessment as required
under those legal acts. The
requirements set out in

3. For high-risk Al
systems, to which legal
acts listed in Annex II,
section A, apply, the
provider shall follow the
relevant conformity
assessment as required
under those legal acts. The
requirements set out in

3. For high-risk Al
systems, to which legal
acts listed in Annex II,
section A, apply, the
provider shall follow the
relevant conformity
assessment as required
under those legal acts. The
requirements set out in

461 Chapter 2 of this Title shall | Chapter 2 of this Title shall | Chapter 2 of this Title shall | Chapter 2 of this Title shall
apply to those high-risk Al | apply to those high-risk Al | apply to those high-risk AI | apply to those high-risk Al
systems and shall be part systems and shall be part systems and shall be part systems and shall be part
of that assessment. Points | of that assessment. Points | of that assessment. Points | of that assessment. Points
43.,4.4.,4.5. and the fifth | 4.3.,4.4.,4.5. and the fifth | 4.3.,4.4., 4.5. and the fifth | 4.3., 4.4., 4.5. and the fifth
paragraph of point 4.6 of paragraph of point 4.6 of paragraph of point 4.6 of paragraph of point 4.6 of
Annex VII shall also apply. | Annex VII shall also apply. | Annex VII shall also apply. | Annex VII shall also apply.
Text Origin: Council
Mandate
| Article 43(3), second subparagraph |
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Commission Proposal

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 high-risk
Al systems with the
requirements set out in

EP Mandate

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 high-risk
Al systems with the
requirements set out in

Council Mandate

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 high-risk
Al systems with the
requirements set out in

Draft Agreement

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 high-risk
Al systems with the
requirements set out in

Presidency3

Chapter 2 of this Title, Chapter 2 of this Title, Chapter 2 of this Title, Chapter 2 of this Title,
provided that the provided that the provided that the provided that the
462 compliance of those compliance of those compliance of those compliance of those

notified bodies with notified bodies with notified bodies with notified bodies with
requirements laid down in | requirements laid down in | requirements laid down in | requirements laid down in
Article 33(4), (9) and (10) | Article 33(4), (9) and (10) | Article 33(4), (9) and (10) | Article 33(4), (9) and (10)
has been assessed in the has been assessed in the has been assessed in the has been assessed in the
context of the notification | context of the notification | context of the notification | context of the notification
procedure under those procedure under those procedure under those procedure under those
legal acts. legal acts. legal acts. legal acts.

Text Origin: Council

Mandate

Article 43(3), third subparagraph
Where the legal acts listed | Where the legal acts listed | Where the legal acts listed | Where the legal acts listed
in Annex II, section A, in Annex II, section A, in Annex II, section A, in Annex II, section A,
enable the manufacturer of | enable the manufacturer of | enable the manufacturer of | enable the manufacturer of
463 | the product to opt out from | the product to opt out from | the product to opt out from | the product to opt out from
a third-party conformity a third-party conformity a third-party conformity a third-party conformity
assessment, provided that | assessment, provided that | assessment, provided that | assessment, provided that
that manufacturer has that manufacturer has that manufacturer has that manufacturer has
applied all harmonised applied all harmonised applied all harmonised applied all harmonised
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Commission Proposal

standards covering all the
relevant requirements, that
manufacturer may make
use of that option only if
he has also applied
harmonised standards or,
where applicable, common
specifications referred to in
Article 41, covering the
requirements set out in

EP Mandate

standards covering all the
relevant requirements, that
manufacturer may make
use of that option only if
he has also applied
harmonised standards or,
where applicable, common
specifications referred to in
Article 41, covering the
requirements set out in

Council Mandate

standards covering all the
relevant requirements, that
manufacturer may make
use of that option only if
he has also applied
harmonised standards or,
where applicable, common
specifications referred to in
Article 41, covering the
requirements set out in

Draft Agreement

standards covering all the
relevant requirements, that
manufacturer may make
use of that option only if
he has also applied
harmonised standards or,
where applicable, common
specifications referred to in
Article 41, covering the
requirements set out in

Presidency3

Chapter 2 of this Title. Chapter 2 of this Title. Chapter 2 of this Title. Chapter 2 of this Title.
Text Origin: Council
Mandate
Article 43(4), first subparagraph
4. High-risk Al systems 4. High-risk Al systems 4. High-risk Al systems
shall undergo a new that have already been deleted that have already been
conformity assessment subject to a conformity subject to a conformity
procedure whenever they assessment procedure assessment procedure
are substantially modified, | shall undergo a new shall undergo a new
regardless of whether the conformity assessment conformity assessment
464 modified system is procedure whenever they procedure whenever they
intended to be further are substantially modified, are substantially modified,
distributed or continues to | regardless of whether the regardless of whether the
be used by the current user. | modified system is modified system is
intended to be further intended to be further
distributed or continues to distributed or continues to
be used by the current be used by the current
user-deployer; user/deployer|[iser.
| Article 43(4), second subparagraph |
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Commission Proposal EP Mandate Council Mandate Draft Agreement
For high-risk Al systems For high-risk Al systems For high-risk Al systems
that continue to learn after | that continue to learn after deleted that continue to learn after
being placed on the market | being placed on the market being placed on the market
or put into service, changes | or put into service, changes or put into service, changes
to the high-risk Al system | to the high-risk Al system to the high-risk Al system
and its performance that and its performance that and its performance that
have been pre-determined | have been pre-determined have been pre-determined
by the provider at the by the provider at the by the provider at the
moment of the initial moment of the initial moment of the initial
465 conformity assessment and | conformity assessment and conformity assessment and
are part of the information | are part of the information are part of the information
contained in the technical contained in the technical contained in the technical
documentation referred to | documentation referred to documentation referred to
in point 2(f) of Annex IV, | in point 2(f) of Annex 1V, in point 2(f) of Annex IV,
shall not constitute a shall not constitute a shall not constitute a
substantial modification. substantial modification. substantial modification.
Text Origin: EP
Mandate
Article 43(4a)

4a The specific interests

and needs of SMEs shall

be taken into account

when setting the fees for

465a third-party conformity

assessment under this

Article, reducing those

fees proportionately to

their size and market

share;
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Pres1dency3

Article 4

3(5)

5. The Commission is
empowered to adopt
delegated acts in
accordance with Article 73
for the purpose of updating
Annexes VI and Annex

5. The Commission is
empowered to adopt
delegated acts in
accordance with Article 73
for the purpose of updating
Annexes VI and Annex

5. The Commission is
empowered to adopt
delegated acts in
accordance with Article 73
for the purpose of updating
Annexes VI and Annex

5. The Commission is
empowered to adopt
delegated acts in
accordance with Article 73
for the purpose of updating
Annexes VI and Annex

VII in order to introduce VII in order to introduce VIl in erderto-introduce VIl in erderto-introduce
466 elements of the conformity | elements of the conformity | elements-oftheconformity | elementsoftheconfornity
assessment procedures that | assessment procedures that | assessmentproceduresthat | assessmentproceduresthet
become necessary in light | become necessary in light | becomenecessarp-in-light | becomenecessary-inticht
of technical progress. of technical progress. of technical progress. oftechnicalprogresslight
When preparing such of technical progress.
delegated acts, the When preparing such
Commission shall consult delegated acts, the
the Al Office and the Commission shall consult
stakeholders affected. the [AI Office].
Article 43(6)
6. The Commission is 6. The Commission is 6. The Commission is 6. The Commission is
empowered to adopt empowered to adopt empowered to adopt empowered to adopt
delegated acts to amend delegated acts to amend delegated acts to amend delegated acts to amend
467 paragraphs 1 and 2 in order | paragraphs 1 and 2 in order | paragraphs 1 and 2 in order | paragraphs 1 and 2 in order
to subject high-risk Al to subject high-risk Al to subject high-risk Al to subject high-risk Al
systems referred to in systems referred to in systems referred to in systems referred to in
points 2 to 8 of Annex III | points 2 to 8 of Annex III | points 2 to 8 of Annex IIl | points 2 to 8 of Annex III
to the conformity to the conformity to the conformity to the conformity
assessment procedure assessment procedure assessment procedure assessment procedure
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Commission Proposal

referred to in Annex VII or
parts thereof. The
Commission shall adopt
such delegated acts taking
into account the
effectiveness of the
conformity assessment
procedure based on
internal control referred to
in Annex VI in preventing
or minimizing the risks to
health and safety and
protection of fundamental
rights posed by such
systems as well as the
availability of adequate
capacities and resources
among notified bodies.

EP Mandate

referred to in Annex VII or
parts thereof. The
Commission shall adopt
such delegated acts taking
into account the
effectiveness of the
conformity assessment
procedure based on
internal control referred to
in Annex VI in preventing
or minimizing the risks to
health and safety and
protection of fundamental
rights posed by such
systems as well as the
availability of adequate
capacities and resources
among notified bodies.
When preparing such
delegated acts, the
Commission shall consult
the Al Office and the
stakeholders affected.

Council Mandate

referred to in Annex VII or
parts thereof. The
Commission shall adopt
such delegated acts taking
into account the
effectiveness of the
conformity assessment
procedure based on
internal control referred to
in Annex VI in preventing
or minimizing the risks to
health and safety and
protection of fundamental
rights posed by such
systems as well as the
availability of adequate
capacities and resources
among notified bodies.

Draft Agreement

referred to in Annex VII or
parts thereof. The
Commission shall adopt
such delegated acts taking
into account the
effectiveness of the
conformity assessment
procedure based on
internal control referred to
in Annex VI in preventing
or minimizing the risks to
health and safety and
protection of fundamental
rights posed by such
systems as well as the
availability of adequate
capacities and resources
among notified bodies.
When preparing such
delegated acts, the
Commission shall consult

the [AI Office].

Presidency3

Article 44
468 Article 44 Article 44 Article 44
Certificates Certificates Certificates
| Article 44(1)
l 469
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Commission Proposal

1. Certificates issued by
notified bodies in
accordance with Annex
VII shall be drawn-up in an
official Union language
determined by the Member
State in which the notified
body is established or in an
official Union language
otherwise acceptable to the
notified body.

EP Mandate

1. Certificates issued by
notified bodies in
accordance with Annex
VII shall be drawn-up in
anone or several official
Union ‘anenagelanguages
determined by the Member
State in which the notified
body is established or in
anone or several official
Union feneuaselanguages
otherwise acceptable to the
notified body.

Council Mandate

1. Certificates issued by
notified bodies in
accordance with Annex
VII shall be drawn-up in
e el Daiena @
language determined-by-the
ViemberS Tl

7 “‘;j Ll
Lot oo
aceeptabletowhich can be
easily understood by the
relevant authorities in the
Member State in which
the notified body_is
established.

Draft Agreement

1. Certificates issued by
notified bodies in
accordance with Annex
VII shall be drawn-up in

B e e

, meda language
which can be easily

understood by the relevant
authorities in the Member
State in which the notified
body is established. o+in
) .
: b . b g gl

Presidency3

Article 44(2)

2. Certificates shall be
valid for the period they
indicate, which shall not

2. Certificates shall be
valid for the period they
indicate, which shall not

2. Certificates shall be
valid for the period they
indicate, which shall not

2. Certificates shall be
valid for the period they
indicate, which shall not

exceed five years. On exceed fivefour years. On | exceed five years. On exceed five years_for A1
application by the application by the application by the systems covered by Annex
470 provider, the validity of a | provider, the validity of a | provider, the validity ofa | II and four years for AL
certificate may be extended | certificate may be extended | certificate may be extended | systems covered by Annex
for further periods, each for further periods, each for further periods, each II1. On application by the
not exceeding five years, not exceeding fivefour not exceeding five years, provider, the validity of a
based on a re-assessment years, based on a re- based on a re-assessment certificate may be extended
in accordance with the assessment in accordance in accordance with the for further periods, each
applicable conformity with the applicable applicable conformity not exceeding five years
assessment procedures. conformity assessment assessment procedures. for Al systems covered by
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Commission Proposal

EP Mandate

procedures.

Council Mandate

Any supplement to a
certificate shall remain

Draft Agreement

Annex II and four years
for Al systems covered by

valid as long as the
certificate which it
supplements is valid.

Annex III, based on a re-
assessment in accordance
with the applicable
conformity assessment
procedures. Any
supplement to a certificate
shall remain valid as long
as the certificate which it
supplements is valid.

Presidency3

Article 4

4(3)

3. Where a notified body
finds that an Al system no
longer meets the
requirements set out in
Chapter 2 of this Title, it
shall, taking account of the
principle of
proportionality, suspend or

3. Where a notified body
finds that an Al system no
longer meets the
requirements set out in
Chapter 2 of this Title, it
shall—takingaccount-ofthe
proportionatity. suspend or

3. Where a notified body
finds that an Al system no
longer meets the
requirements set out in
Chapter 2 of this Title, it
shall, taking account of the
principle of
proportionality, suspend or

3. Where a notified body
finds that an Al system no
longer meets the
requirements set out in
Chapter 2 of this Title, it
shall, taking account of the
principle of
proportionality, suspend or

471 | withdraw the certificate withdraw the certificate withdraw the certificate withdraw the certificate
issued or impose any issued or impose any issued or impose any issued or impose any
restrictions on it, unless restrictions on it, unless restrictions on it, unless restrictions on it, unless
compliance with those compliance with those compliance with those compliance with those
requirements is ensured by | requirements is ensured by | requirements is ensured by | requirements is ensured by
appropriate corrective appropriate corrective appropriate corrective appropriate corrective
action taken by the action taken by the action taken by the action taken by the
provider of the system provider of the system provider of the system provider of the system
within an appropriate within an appropriate within an appropriate within an appropriate
deadline set by the notified | deadline set by the notified | deadline set by the notified | deadline set by the notified
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Commission Proposal

body. The notified body
shall give reasons for its
decision.

EP Mandate

body. The notified body
shall give reasons for its
decision.

Council Mandate

body. The notified body
shall give reasons for its
decision.

Draft Agreement

body. The notified body
shall give reasons for its
decision.

Presidency3

Text Origin: Council
Mandate
Article 45
Article 45 Article 45 Article 45
472 | Appeal against decisions of | Appeal against decisions of | Appeal against decisions of
notified bodies notified bodies notified bodies
Article 45, first paragraph
Member States shall ensure | Member States shall ensure | AMember-States-shalt B
that an appeal procedure that an appeal procedure enswre-that-An appeal enstre-that-An appeal

against decisions of the
notified bodies is available

against decisions of the
notified bodies, including

procedure against
decisions of the notified

procedure against
decisions of the notified

473 to parties having a on issued conformity bodies is-avaitableto bodies-is-avaitableto
legitimate interest in that certificates is available to | parties-havinea-tesitimate | partieshavine-atesitimate
decision. parties having a legitimate | interestinthet B i e e
interest in that decision. deeisionshall be available. | including on issued
conformity certificates,
shall be available.
Article 46
474 Article 46 Article 46 Article 46 Article 46
Information obligations of | Information obligations of | Information obligations of | Information obligations of
notified bodies notified bodies notified bodies notified bodies
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Text Origin: Council

Mandate

Pres1dency3

Article 4

6(1)

1. Notified bodies shall
inform the notifying

1. Notified bodies shall
inform the notifying

1. Notified bodies shall
inform the notifying

1. Notitied bodies shall
inform the notifying

475 | authority of the following: | authority of the following: | authority of the following: | authority of the following:
Text Origin: Council
Mandate
Article 46(1), point (a)
(a) any Union technical (a) any Union technical (a) any Union technical (a) any Union technical
documentation assessment | documentation assessment | documentation assessment | documentation assessment
certificates, any certificates, any certificates, any certificates, any
supplements to those supplements to those supplements to those supplements to those
certificates, quality certificates, quality certificates, quality certificates, quality
management system management system management system management system
476 approvals issued in approvals issued in approvals issued in approvals issued in
accordance with the accordance with the accordance with the accordance with the
requirements of Annex requirements of Annex requirements of Annex requirements of Annex
VII; VII; VII; VII;
Text Origin: Council
Mandate
Article 46(1), point (b)
477 _y - _ _r
(b) any refusal, restriction, | (b) any refusal, restriction, | (b) any refusal, restriction, | (b) any refusal, restriction,
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Commission Proposal

suspension or withdrawal
of a Union technical
documentation assessment
certificate or a quality
management system
approval issued in
accordance with the
requirements of Annex
VII;

EP Mandate

suspension or withdrawal
of a Union technical
documentation assessment
certificate or a quality
management system
approval issued in
accordance with the
requirements of Annex
VII;

Council Mandate

suspension or withdrawal
of a Union technical
documentation assessment
certificate or a quality
management system
approval issued in
accordance with the
requirements of Annex
VII;

Draft Agreement

suspension or withdrawal
of'a Union technical
documentation assessment
certificate or a quality
management system
approval issued in
accordance with the
requirements of Annex
VII;

Text Origin: Council

Mandate

Pres1dency3

Article 4

6(1), point (c)

(c) any circumstances
affecting the scope of or

(c) any circumstances
affecting the scope of or

(c) any circumstances
affecting the scope of or

(c) any circumstances
affecting the scope of or

478 conditions for notification; | conditions for notification; | conditions for notification; | conditions for notification;
Text Origin: Council
Mandate
Article 46(1), point (d)
(d) any request for (d) any request for (d) any request for (d) any request for
information which they information which they information which they information which they
have received from market | have received from market | have received from market | have received from market
479 | surveillance authorities surveillance authorities surveillance authorities surveillance authorities
regarding conformity regarding conformity regarding conformity regarding conformity
assessment activities; assessment activities; assessment activities; assessment activities;
Text Origin: Council
Mandate
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Pres1dency3

Article 4

6(1), point (e)

(e) on request, conformity
assessment activities
performed within the scope
of their notification and
any other activity

(e) on request, conformity
assessment activities
performed within the scope
of their notification and
any other activity

(e) on request, conformity
assessment activities
performed within the scope
of their notification and
any other activity

(e) on request, conformity
assessment activities
performed within the scope
of their notification and
any other activity

480 performed, including performed, including performed, including performed, including
cross-border activities and | cross-border activities and | cross-border activities and | cross-border activities and
subcontracting. subcontracting. subcontracting. subcontracting.
Text Origin: Council
Mandate
Article 46(2)
2. Each notified body shall | 2. Each notified body shall | 2. Each notified body shall | 2. Each notified body shall
inform the other notified inform the other notified inform the other notified inform the other notified
481 | bodies of: bodies of: bodies of: bodies of:
Text Origin: Council
Mandate
Article 46(2), point (a)
(a) quality management (a) quality management (a) quality management (a) quality management
487 | System approvals which it | system approvals which it | system approvals which it | system approvals which it
has refused, suspended or | has refused, suspended or | has refused, suspended or | has refused, suspended or
withdrawn, and, upon withdrawn, and, upon withdrawn, and, upon withdrawn, and, upon
request, of quality system | request, of quality system | request, of quality system | request, of quality system
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Commission Proposal

approvals which it has
issued;

EP Mandate

approvals which it has
issued;

Council Mandate

approvals which it has
issued;

Draft Agreement

approvals which it has
issued;

Text Origin: Council

Mandate

Pres1dency3

Article 4

6(2), point (b)

(b) EU technical
documentation assessment
certificates or any
supplements thereto which
it has refused, withdrawn,
suspended or otherwise

(b) EU technical
documentation assessment
certificates or any
supplements thereto which
it has refused, withdrawn,
suspended or otherwise

(b) EU technical
documentation assessment
certificates or any
supplements thereto which
it has refused, withdrawn,
suspended or otherwise

(b) EU technical
documentation assessment
certificates or any
supplements thereto which
it has refused, withdrawn,
suspended or otherwise

483 restricted, and, upon restricted, and, upon restricted, and, upon restricted, and, upon
request, of the certificates | request, of the certificates | request, of the certificates | request, of the certificates
and/or supplements thereto | and/or supplements thereto | and/or supplements thereto | and/or supplements thereto
which it has issued. which it has issued. which it has issued. which it has issued.
Text Origin: Council
Mandate
Article 46(3)
3. Each notified body shall | 3. Each notified body shall | 3. Each notified body shall | 3. Each notified body shall
provide the other notified | provide the other notified | provide the other notified | provide the other notified
bodies carrying out similar | bodies carrying out similar | bodies carrying out similar | bodies carrying out similar
484 | conformity assessment conformity assessment conformity assessment conformity assessment
activities covering the activities eoveringthe activities covering the activities covering the
same artificial intelligence | same-artificial-intellicence | same artificialintetlicence | same artificial-intetlicence
technologies with relevant | technotogies-with relevant | teehnologiesAl systems teehnologiestypes ofAl
information on issues information on issues with relevant information | systems with relevant
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Commission Proposal

relating to negative and, on
request, positive
conformity assessment
results.

EP Mandate

relating to negative and, on
request, positive
conformity assessment
results.

Council Mandate

on issues relating to
negative and, on request,
positive conformity
assessment results.

Draft Agreement

information on issues
relating to negative and, on
request, positive
conformity assessment
results.

Presidency3

Article 46(3a)
3a. The obligations 3a. The obligations
referred to in paragraphs | referred to in paragraphs
1 to 3 shall be complied 1 to 3 shall be complied
484a with in accordance with with in accordance with
Article 70. Article 70.
Text Origin: Council
Mandate
Article 47
Article 47 Article 47 Article 47 Article 47
Derogation from Derogation from Derogation from Derogation from
conformity assessment conformity assessment conformity assessment conformity assessment
485 procedure procedure procedure procedure
Text Origin:
Commission Proposal
Article 47(1)
486 | 1. By way of derogation 1. By way of derogation 1. By way of derogation 1. By way of derogation

from Article 43, any

from Article 43, any

from Article 43_and upon

from Article 43_and upon
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Commission Proposal

market surveillance
authority may authorise the
placing on the market or
putting into service of
specific high-risk Al
systems within the territory
of the Member State
concerned, for exceptional
reasons of public security
or the protection of life and
health of persons,
environmental protection
and the protection of key
industrial and
infrastructural assets. That
authorisation shall be for a
limited period of time,
while the necessary
conformity assessment
procedures are being
carried out, and shall
terminate once those
procedures have been
completed. The completion
of those procedures shall
be undertaken without
undue delay.

EP Mandate

rmarket
surveillaneenational

supervisory authority may

request a judicial
authority to authorise the

placing on the market or
putting into service of
specific high-risk Al
systems within the territory
of the Member State
concerned, for exceptional
reasons of public-secwrity
e#the protection of life and
health of persons,
environmental protection
and the protection of %ey
T cirin] e ]
Erlres e e,
assetscritical
infrastructure. That
authorisation shall be for a
limited period of time,
while the necessary
conformity assessment
procedures are being
carried out, and shall
terminate once those
procedures have been
completed. The completion
of those procedures shall
be undertaken without
undue delay.

Council Mandate

a duly justified request,
any market surveillance
authority may authorise the
placing on the market or
putting into service of
specific high-risk Al
systems within the territory
of the Member State
concerned, for exceptional
reasons of public security
or the protection of life and
health of persons,
environmental protection
and the protection of key
industrial and
infrastructural assets. That
authorisation shall be for a
limited period of time;
while the necessary
conformity assessment
procedures are being
carried out, ard-shatl
termrnete-oncethose

preeedesler e been

: taking into
account the exceptional
reasons justifying the
derogation. The
completion of those
procedures shall be
undertaken without undue
delay.

Draft Agreement

Presidency3

a duly justified request,
any market surveillance
authority may authorise the
placing on the market or
putting into service of
specific high-risk Al
systems within the territory
of the Member State
concerned, for exceptional
reasons of public security
or the protection of life and
health of persons,
environmental protection
and the protection of key
industrial and
infrastructural assets. That
authorisation shall be for a
limited period of time;
while the necessary
conformity assessment
procedures are being
carried out, and-shalt
termnete-oneethose

preeendie e by
account the exceptional
reasons justifying the
derogation. The
completion of those
procedures shall be
undertaken without undue
delay.
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Commission Proposal EP Mandate Council Mandate Draft Agreement Presidency3
Article 47(1a)
la. In a duly justified la. In a duly justified
situation of urgency for situation of urgency for
exceptional reasons of exceptional reasons of
public security or in case public security or in _case
of specific, substantial and of specific, substantial and
imminent threat to the life imminent threat to the life
or physical safety of or physical safety of
natural persons, law natural persons, law
enforcement authorities or enforcement authorities or
civil protection authorities civil protection authorities
may put a specific high- may put a specific high-
risk Al system into service risk Al system into service
without the authorisation without the authorisation
486a referred to in paragraph 1 referred to in paragraph 1
provided that such provided that such
authorisation is requested authorisation is requested
during or after the use during or after the use
without undue delay, and without undue delay, and
if such authorisation is if such authorisation is
rejected, its use shall be rejected, its use shall be
stopped with immediate stopped with immediate
effect and all the results effect and all the results
and outputs of this use and outputs of this use
shall be immediately shall be immediately
discarded. discarded.
LEAS excemptions
| Article 47(2)
l 487
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

2. The authorisation
referred to in paragraph 1
shall be issued only if the
market surveillance
authority concludes that
the high-risk Al system
complies with the
requirements of Chapter 2
of this Title. The market
surveillance authority shall
inform the Commission
and the other Member
States of any authorisation
issued pursuant to
paragraph 1.

2. The authorisation
referred to in paragraph 1
shall be issued only if the
ket
swrveittaneenational
supervisory authority and
judicial authority
eonetdesconclude that the
high-risk Al system
complies with the
requirements of Chapter 2
of this Title. The market
strveittanecenational
supervisory authority shall
inform the Commission,
the Al office, and the other
Member States of any
request made and any
subsequent authorisation

2. The authorisation
referred to in paragraph 1
shall be issued only if the
market surveillance
authority concludes that
the high-risk Al system
complies with the
requirements of Chapter 2
of this Title. The market
surveillance authority shall
inform the Commission
and the other Member
States of any authorisation
issued pursuant to
paragraph 1._This
obligation shall not cover
sensitive operational data
in relation to the activities
of law enforcement

Presidency3

2. The authorisation
referred to in paragraph 1
shall be issued only if the
market surveillance
authority concludes that
the high-risk Al system
complies with the
requirements of Chapter 2
of this Title. The market
surveillance authority shall
inform the Commission
and the other Member
States of any authorisation
issued pursuant to
paragraph 1. This
obligation shall not cover
sensitive operational data
in relation to the activities
of law enforcement

issued pursuant to authorities. authorities.
paragraph 1.
Politica, linked to governance
(MS level) and LEAs
exemptions.
Article 47(3)
3. Where, within 15 3. Where, within 15 3. Where, within 15
488 calendar days of receipt of | calendar days of receipt of deleted calendar days of receipt of
the information referred to | the information referred to the information referred to
in paragraph 2, no in paragraph 2, no in paragraph 2, no
objection has been raised objection has been raised objection has been raised
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Commission Proposal

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.

EP Mandate

by either a Member State
or the Commission in

respect to the request of
the national supervisory

authority for ofan

authorisation issued by a
et
surveillancenational
supervisory authority of a
Member State in
accordance with paragraph
1, that authorisation shall
be deemed justified.

Council Mandate

Draft Agreement

Presidency3

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.

Article 4

7(4)

4. Where, within 15

4. Where, within 15

4. Where, within 15

calendar days of receipt of | calendar days of receipt of deleted calendar days of receipt of

the notification referred to | the notification referred to the notification referred to

in paragraph 2, objections | in paragraph 2, objections in paragraph 2, objections

are raised by a Member are raised by a Member are raised by a Member

State against an State against a# State against an

authorisation issued by a authorisationa request authorisation issued by a

489 | market surveillance issued by a market market surveillance

authority of another survetllancenational authority of another

Member State, or where supervisory authority of Member State, or where

the Commission considers | another Member State, or the Commission considers

the authorisation to be where the Commission the authorisation to be

contrary to Union law or considers the authorisation contrary to Union law or

the conclusion of the to be contrary to Union law the conclusion of the

Member States regarding or the conclusion of the Member States regarding

the compliance of the Member States regarding the compliance of the
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Commission Proposal

system as referred to in
paragraph 2 to be
unfounded, the
Commission shall without
delay enter into
consultation with the
relevant Member State; the
operator(s) concerned shall
be consulted and have the
possibility to present their
views. In view thereof, the
Commission shall decide
whether the authorisation
is justified or not. The
Commission shall address
its decision to the Member
State concerned and the
relevant operator or

EP Mandate

the compliance of the
system as referred to in
paragraph 2 to be
unfounded, the
Commission shall without
delay enter into
consultation with the
relevant Member State_and
the Al Office; the
operator(s) concerned shall
be consulted and have the
possibility to present their
views. In view thereof, the
Commission shall decide
whether the authorisation
is justified or not. The
Commission shall address
its decision to the Member

Council Mandate

Draft Agreement

Presidency3

system as referred to in
paragraph 2 to be
unfounded, the
Commission shall without
delay enter into
consultation with the
relevant Member State; the
operator(s) concerned shall
be consulted and have the
possibility to present their
views. In view thereof, the
Commission shall decide
whether the authorisation
is justified or not. The
Commission shall address
its decision to the Member
State concerned and the
relevant operator or

operators. State concerned and the operators.
relevant operator-o#
operators(s).
Article 47(5)

5. If the authorisation is

5. If the authorisation is

5. If the authorisation is

considered unjustified, this | considered unjustified, this deleted considered unjustified, this
shall be withdrawn by the | shall be withdrawn by the shall be withdrawn by the
490 | market surveillance ertket market surveillance
authority of the Member surveittancenational authority of the Member
State concerned. supervisory authority of State concerned.
the Member State
concerned.
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Commission Proposal EP Mandate Council Mandate Draft Agreement l
Article 47(6) |
6. By way of derogation 6. By way of derogation I e 0. Ereenbdlerocion
from paragraphs 1 to 5, for | from paragraphs 1to 5, for | fremparacraphst+to>; R e T
high-risk Al systems high-risk Al systems For high-risk Al systems For high-risk Al systems
intended to be used as intended to be used as irtended-to-hetsed-s irtended-to-he-tsed-cs
safety components of safety components of s e ] S R e e,
devices, or which are devices, or which are devices—orvhich-dare dovices—or-which-dre
themselves devices, themselves devices, themselves-devicessrelated themselves-devices;related
covered by Regulation covered by Regulation to products covered by to products covered by
(EU) 2017/745 and (EU) 2017/745 and leemdedlen f LD 20T T2 roemlesfep Lo SO T 0 8
Regulation (EU) 2017/746, | Regulation (EU) 2017/746, | and-Resutation(ELH end-Resulation(E£L)
Article 59 of Regulation Article 59 of Regulation 27 4b6Artiete 59-of e
(EU) 2017/745 and Article | (EU) 2017/745 and Article | Regswlation(ELH)2047/745 roemlesfep Lo SO T 0 8
54 of Regulation (EU) 54 of Regulation (EU) B e epel il S bl
491 | 2017/746 shall apply also | 2017/746 shall apply also | Reswlation(E=EH)2047746 Revulation-(EL)-2047746
with regard to the with regard to the seherlles b oo lth bbb bl
derogation from the derogation from the regard-to-the-derogation regard-tothe-derogation
conformity assessment of | conformity assessment of | fromUnion harmonisation fromUnion_harmonisation
the compliance with the the compliance with the legislation referred to in legislation referred to in
requirements set out in requirements set out in Annex II Section A, only Annex II Section A, only
Chapter 2 of this Title. Chapter 2 of this Title. the conformity assessment the conformity assessment
» L 1 4] o L L ol
;; > ol ihi ;2 > o thi
Fitlederogation Fitlederogation
procedures established in procedures established in
that legislation shall that legislation shall
apply. apply.
| Article 48 |
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Commission Proposal EP Mandate Council Mandate Draft Agreement
Article 48 Article 48 Article 48 Article 48
EU declaration of EU declaration of EU declaration of EU declaration of
492 conformity conformity conformity conformity
Text Origin:
Commission Proposal
Article 48(1)
1. The provider shall draw | 1. The provider shall draw | 1. The provider shall draw | 1. The provider shall draw
up a written EU up a written machine up a written or up a written machine
declaration of conformity | readable, physical or electronically signed EU readable, physical or
for each Al system and electronic EU declaration | declaration of conformity | electronically signed EU
keep it at the disposal of of conformity for each for each Al system and declaration of conformity
the national competent high-risk Al system and keep it at the disposal of for each high-risk Al
authorities for 10 years keep it at the disposal of the national competent system and keep it at the
after the Al system has the national supervisory authorities for 10 years disposal of the national
been placed on the market | authority and the national | after the Al system has [supervisory authority]
or put into service. The EU | competent authorities for been placed on the market | and the national
493 declaration of conformity 10 years after the Al high- | or put into service. The EU | competent authorities for
shall identify the Al risk system has been declaration of conformity 10 years after the Al high-
system for which it has placed on the market or put | shall identify the Al risk system has been
been drawn up. A copy of | into service. Fhe£H system for which it has placed on the market or put
the EU declaration of deelaration-of-conformity | been drawn up. A copy of | into service. The EU
conformity shall be given | shatlidentifi-theAlsystenr | the EU declaration of declaration of conformity
to the relevant national B i conformity shall be shall identify the high-risk
competent authorities upon | drawn-tp—A copy of the sivensubmitted to the Al system for which it has
request. EU declaration of relevant national been drawn #p—4up.A
conformity shall be giverr | competent authorities upon | copy of the EU declaration
tosubmitted to the national | request. of conformity shall be
supervisory authority and eiventosubmitted to the
the relevant national [national supervisory
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Commission Proposal

EP Mandate

competent authorities upon
request.

Council Mandate

Draft Agreement
authority] and the relevant

national competent
authorities upon request.

Presidency3

Article 4

8(2)

2. The EU declaration of
conformity shall state that
the high-risk Al system in
question meets the
requirements set out in
Chapter 2 of this Title. The
EU declaration of
conformity shall contain
the information set out in

2. The EU declaration of
conformity shall state that
the high-risk Al system in
question meets the
requirements set out in
Chapter 2 of this Title. The
EU declaration of
conformity shall contain
the information set out in

2. The EU declaration of
conformity shall state that
the high-risk Al system in
question meets the
requirements set out in
Chapter 2 of this Title. The
EU declaration of
conformity shall contain
the information set out in

2. The EU declaration of
conformity shall state that
the high-risk Al system in
question meets the
requirements set out in
Chapter 2 of this Title. The
EU declaration of
conformity shall contain
the information set out in

Annex V and shall be Annex V and shall be Annex V and shall be Annex V and shall be
494 | translated into an official translated into an official translated into exn-officied translated into exn-officiad
Union language or Union language or Lol cear Lol
languages required by the | languages required by the | lansuacesrequired-bra Lot
Member State(s) in which | Member State(s) in which | language that can be language that can be
the high-risk Al systemis | the high-risk Al system is | easily understood by the easily understood by the
made available. placed on the market or national competent [national competent
made available. authorities of the Member | authorities] of the Member
State(s) in which the high- | State(s) in which the high-
risk Al system is made risk Al system is_placed on
available. the market or made
available.
| Article 48(3)
I B 3. Where high-risk Al 3. Where high-risk Al 3. Where high-risk Al 3. Where high-risk Al
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Commission Proposal

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 Union
legislations applicable to
the high-risk Al system.
The declaration shall
contain all the information
required for identification
of the Union harmonisation
legislation to which the
declaration relates.

EP Mandate

systems are subject to
other Union harmonisation
legislation which also
requires an EU declaration
of conformity, a single EU
declaration of conformity
shetmay be drawn up in
respect of all Union
legislations applicable to
the high-risk Al system.
The declaration shall
contain all the information
required for identification
of the Union harmonisation
legislation to which the
declaration relates.

Council Mandate

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 Union
legislations applicable to
the high-risk Al system.
The declaration shall
contain all the information
required for identification
of the Union harmonisation
legislation to which the
declaration relates.

Draft Agreement

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 Union
legislations applicable to
the high-risk Al system.
The declaration shall
contain all the information
required for identification
of the Union harmonisation
legislation to which the
declaration relates.

Text Origin: Council

Mandate

Presidency3

Article 4

8(4)

4. By drawing up the EU
declaration of conformity,
the provider shall assume
responsibility for
compliance with the

4. By drawing up the EU
declaration of conformity,
the provider shall assume
responsibility for
compliance with the

4. By drawing up the EU
declaration of conformity,
the provider shall assume
responsibility for
compliance with the

4. By drawing up the EU
declaration of conformity,
the provider shall assume
responsibility for
compliance with the

496 requirements set out in requirements set out in requirements set out in requirements set out in
Chapter 2 of this Title. The | Chapter 2 of this Title. The | Chapter 2 of this Title. The | Chapter 2 of this Title. The
provider shall keep the EU | provider shall keep the EU | provider shall keep the EU | provider shall keep the EU
declaration of conformity | declaration of conformity | declaration of conformity | declaration of conformity
up-to-date as appropriate. | up-to-date as appropriate. | up-to-date as appropriate. | up-to-date as appropriate.
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Text Origin:
Commission Proposal

Presidency3

Article 48(5)

5. The Commission shall
be empowered to adopt
delegated acts in
accordance with Article 73
for the purpose of updating
the content of the EU
declaration of conformity

5. After consulting the Al
Office, the Commission
shall be empowered to
adopt delegated acts in
accordance with Article 73
for the purpose of updating
the content of the EU

5. The Commission shall
be empowered to adopt
delegated acts in
accordance with Article 73
for the purpose of updating
the content of the EU
declaration of conformity

5. [After consuiting the
Al Officel, the
Commission shall be
empowered to adopt
delegated acts in
accordance with Article 73
for the purpose of updating
the content of the EU

497 | setoutin Annex V in order | declaration of conformity | set out in Annex V in order
to introduce elements that | set out in Annex V in order | to introduce elements that | declaration of conformity
become necessary in light | to introduce elements that | become necessary in light | set out in Annex V in order
of technical progress. become necessary in light | of technical progress. to introduce elements that
of technical progress. become necessary in light
of technical progress.
Text Origin: EP
Mandate
Article 49
Article 49 Article 49 Article 49 Article 49
198 CE marking of conformity | CE marking of conformity | CE marking of conformity | CE marking of conformity
Text Origin:
Commission Proposal
| Article 49(1)
l 499
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Commission Proposal EP Mandate Council Mandate Draft Agreement
1. The CE marking shall 1. The physical CE 1. The CE marking s/et 1. The CE marking shatl
be affixed visibly, legibly | marking shall be affixed he-effived-vivibiv bl b dfixed-visiblvtegibh
and indelibly for high-risk | visibly, legibly and and-indeliblfor-ficn s, | - o baedeliblyfor-hich-—risk
Al systems. Where thatis | indelibly for high-risk Al A-systems—HWherethat+:- Alvoteni s Wherethat-is
not possible or not systems:_before the high- | #otpossible-ornot #e possibic ornot
warranted on account of risk AI system is placed on | warranted-on-aeconnt-of e H L s CCotof
the nature of the high-risk | the market Where that is thremmetirreef e il e e et el e el
Al system, it shall be not possible or not Al-system—itof conformity iter—itof conformity
affixed to the packaging or | warranted on account of shall be affixedsubject to shall be ¢ffixedsubject to
to the accompanying the nature of the high-risk | the packasineortothe the peefeaeinortoihe
documentation, as Al system, it shall be e I e
appropriate. affixed to the packaging or | doctmentation—as cleetm et
to the accompanying appropriategeneral appropriategeneral
documentation, as principles set out in principles set out in
appropriate._It may be Article 30 of Regulation Article 30 of Regulation
followed by a pictogram or | (EC) No 765/2008. (EC) No 765/2008.
any other marking o .
indicating a special risk of Text Origin: Council
Mandate
use.
Article 49(1a)
la. For digital only high- la. For high-risk Al
risk Al systems, a digital systems provided digitally,
CE marking shall be used, a digital CE marking shall
only if it can be easily be used, only if it can be
4992 accessed via the interface easily accessed via the
from which the Al system interface from which the
is accessed or via an easily Al system is accessed or
accessible machine- via an easily accessible
readable code or other machine-readable code or
electronic means. other electronic means.
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Text Origin: EP

Mandate

Presidency3

Article 49(2)

2. The CE marking
referred to in paragraph 1
of this Article shall be
subject to the general
principles set out in Article

2. The CE marking
referred to in paragraph 1
of this Article shall be
subject to the general
principles set out in Article

2. The CE marking

potempedio oo L
of thisArticleshall be

affixed visibly, legibly and

2. The CE marking
of thisArticteshall be

affixed visibly, legibly and

indelibly for high-risk AI

indelibly for high-risk AI

30 of Regulation (EC) No | 30 of Regulation (EC) No | systems. Where that is not | systems. Where that is not

765/2008. 765/2008. possible or not warranted | possible or not warranted
on account of the nature on account of the nature
of the high-risk Al system, | of the high-risk Al system,

500 it shall be subjectaffixed to | it shall be subjectaffixed to
the cemeralopinainlmn the cereralopineinlo o
Reguletion{1=-No Reguletion{=-Ne
765/2008packaging orto | 765/2008packaging or to
the accompanying the accompanying
documentation, as documentation, as
appropriate. appropriate.
Text Origin: Council
Mandate
Article 49(3)
3. Where applicable, the 3. Where applicable, the 3. Where applicable, the 3. Where applicable, the
501 CE marking shall be CE marking shall be CE marking shall be CE marking shall be
followed by the followed by the followed by the followed by the
identification number of identification number of identification number of 1dentification number of
15688/23 RB/ek 380
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Commission Proposal

the notified body
responsible for the
conformity assessment
procedures set out in
Article 43. The
identification number shall
also be indicated in any
promotional material
which mentions that the
high-risk Al system fulfils
the requirements for CE
marking.

EP Mandate

the notified body
responsible for the
conformity assessment
procedures set out in
Article 43. The
identification number of
the notified body shall be
affixed by the body itself
or, under its instructions,
by the provider’s
authorised representative.
The identification number
shall also be indicated in
any promotional material
which mentions that the
high-risk Al system fulfils
the requirements for CE
marking.

Council Mandate

the notified body
responsible for the
conformity assessment
procedures set out in
Article 43. The
identification number shall
also be indicated in any
promotional material
which mentions that the
high-risk Al system fulfils
the requirements for CE
marking.

Draft Agreement

the notified body
responsible for the
conformity assessment
procedures set out in
Article 43. The
identification number of
the notified body shall be
affixed by the body itself
or, under its instructions,
by the provider or by its
authorised representative.
The identification number
shall also be indicated in
any promotional material
which mentions that the
high-risk Al system fulfils
the requirements for CE
marking.

Presidency3

Article 49(3a)
3a. Where high-risk Al 3a. Where high-risk Al
systems are subject to systems are subject to
other Union law which other Union law which
also provides for the also provides for the
501a affixing of the CE affixing of the CE

marking, the CE marking marking, the CE marking
shall indicate that the shall indicate that the
high-risk Al system also high-risk Al system also
fulfil the requirements of fulfil the requirements of
that other law. that other law.
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Presidency3

Article 50
Article 50 Article 50 Article 50
502 Document retention Document retention deleted PocumentretentionMoved
fo Article 18
Article 50, first paragraph
The provider shall, for a _The provider shall, for a
period ending 10 years period ending 10 years, deleted
after the Al system has after the Al system has
been placed on the market | been placed on the market
503 | or put into service, keep at | or put into service; keep at
the disposal of the national | the disposal of the national
competent authorities: supervisory authority and
the national competent
authorities:
Article 50, first paragraph, point (a)
(a) the technical (a) the technical
504 | documentation referred to | documentation referred to deleted
in Article 11; in Article 11;
Article 50, first paragraph, point (b)
(b) the documentation (b) the documentation
505 concerning the quality concerning the quality deleted
management system management system
referred to Article 17; referred to Article 17;
15688/23 RB/ek 382
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Article 50, first paragraph, point (c)
(c) the documentation (c) the documentation
506 concerning the changes concerning the changes deleted
approved by notified approved by notified
bodies where applicable; bodies where applicable;
Article 50, first paragraph, point (d)
(d) the decisions and other | (d) the decisions and other
507 documents issued by the documents issued by the deleted
notified bodies where notified bodies where
applicable; applicable;
Article 50, first paragraph, point (e)
(e) the EU declaration of | (¢) the EU declaration of
508 | conformity referred to in conformity referred to in deleted
Article 48. Article 48.
Article 51
Article 51 Article 51 Article 51 Article 51
Registration Registration Registration of relevant Registration
509 operators and of high-risk -
Al systems listed in Annex gii;igiginéroposal
HIRegistration
15688/23 RB/ek 383
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Presidency3

Article 51, first paragraph

Before placing on the
market or putting into
service a high-risk Al
system referred to in
Article 6(2), the provider
or, where applicable, the
authorised representative
shall register that system in
the EU database referred to
in Article 60.

Before placing on the
market or putting into
service a high-risk Al
system referred to in
Article 6(2); the provider
or, where applicable, the
authorised representative
shall register that system in
the EU database referred to
in Article 60, in
accordance with Article

Before placing on the
market or putting into
service a high-risk Al
system listed in Annex I11
with the exception of
high-risk Al systems
referred to in A#ticle

62 Annex 111, points 1, 6

Before placing on the
market or putting into
service a high-risk Al
system listed iin Annex I11
[with the exception of
high-risk Al systems
referred to in A#ticle

62 Annex 111, points 1, 6

and 7 in the areas of law

and 7 in the areas of law

enforcement, migration,

enforcement, migration,

asylum_and border control

asylum_and border control

6002);

management, and high
risk Al systems referred to

management, and high
risk Al systems referred to

in Annex III point 2, the
provider o#and where

in Annex III point 2], the
provider or, where

Before placing on the
market or putting into
service a high-risk Al
system listed in Annex 111
the provider or, where
applicable, the authorised
representative shall
register themselves and
their system in the EU
database referred to in
Article 6(2)60.

la. Before placing on the
market or putting into
service an Al system for

510 applicable, the authorised | applicable, the authorised which the provider has
representative shall register | representative shall register concluded that it is not
that-systemthemselves in that system in the EU high-risk in_application of
the EU database referred to | database referred to in the procedure under
in Article 60._The provider | Article 60. Article 6(3), the provider
or, where applicable the or, where applicable, the
authorised representative, authorised representative
shall also register their shall register themselves
systems in that database. and that system in the EU

database referred to in

Article 60.

1b. Before putting into

service or using a high-

risk Al system listed in

Annex Illdeployers who
15688/23 RB/ek 384
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Commission Proposal EP Mandate Council Mandate Draft Agreement Presidency3

are public authorities,
agencies or bodies or
persons acting on their
behalf shall register
themselves, select the
system_and register its use
in the EU database
referred to in Article 60.

Ic. For high-risk AI
systems referred to Annex
I, points 1, 6 and 7 in
the areas of law
enforcement, migration,
asylum and border control
management, and Al
systems referred to in
Annex III point 2, the
registration obligations
laid down in paragraphs 1
to 1b shall be done in a
secure non-public section
of the EU database
referred to in Article 60
and include only the
following information, as
applicable:

- points 1 to 9 of Annex
VIII, section A with the
exception of points 5a, 7
and 8

- points 1 to 3 of Annex
V11, section B
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Pres1dency3

- points 1 to 9 of Annex
VIII, section X with the
exception of points 6 and
7

- points 1 to 5 of Annex
VIIIa with the exception

of point 4

Article 5

1(-1), first subparagraph

-1. Before using a high-
risk Al system listed in
Annex III, users of high-

Before putting into service
or using a high-risk AI
system in_accordance with

risk Al systems that are
public authorities,
agencies or bodies, or

Article 6(2), deployers

who are public
authorities, agencies or

510a entities acting on their bodies, Union institutions

behalf, shall register or deployers acting on
themselves in the EU their behalf, shall register
database referred to in the use of that Al system
Article 60 and select the in the EU database
system that they envisage referred to in Article 60.
to use.

| Article 51(-1), second subparagraph

The obligations laid down

[The obligations laid down

in the previous

in the previous

Y subparagraph shall not subparagraph shall not
apply to law enforcement, | apply to law enforcement,
border control, border control,
15688/23 RB/ek 386
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Commission Proposal

EP Mandate

Council Mandate

immigration or asylum
authorities, agencies or

Draft Agreement

immigration or asylum
authorities, agencies or

bodies and authorities,
agencies or bodies using

bodies and authorities,
agencies or bodies using

high-risk Al systems
referred to Annex II1
point 2, as well as to

entities acting on their

behalf.

high-risk Al systems
referred to Annex 111
point 2, as well as to

entities acting on their

behalf.]

Text Origin: Council
Mandate

Presidency3

Article 51, (1a)

510c

la _Before putting into
service or using a high-
risk Al system in
accordance with Article
6(2), the following
categories of deployers
shall register the use of
that Al system in the EU
database referred to in
Article 60:

a) deployers who are
public authorities or

Union institutions, bodies,

offices or agencies or
deployers acting on their
behalf;

b) deployers who are
undertakings designated

15688/23
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as a gatekeeper under
Regulation (EU)
2022/1925.

Presidency3

Article 51, first paragraph a

510d

Article 51, third paragraph

510e

Article 51, fourth paragraph

510f

Article 51, (1b)

510g

1b Deployers who do not
fall under subparagraph

la. shall be entitled to
voluntarily register the use
of a high-risk Al system
referred to in Article 6(2)
in the EU database
referred to in Article 60.

Deployers who do not fall
under subparagraph la
shall be entitled to
voluntarily register the use
of a high-risk Al system
referred to in Article 6(2)
in the EU database
referred to in Article 60.

Article 51, (1c)

510h Ic An updated An updated registration
registration entry must be entry must be completed
15688/23 RB/ek 388
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0 on Propa P date D g Draft Ag Presidency3
completed immediately immediately following
following each substantial each substantial
modification. modification.

TITLE IV
TITLE IV TITLE IV TITLE IV
TRANSPARENCY TRANSPARENCY TRANSPARENCY
Jos1 OBLIGATIONS FOR OBLIGATIONS-£OR OBLIGATIONS FOR
CERTAIN AI SYSTEMS CERTAIN AL SYSTEMS PROVIDERS AND
USERS OF CERTAIN Al
SYSTEMS
Article 52(2)

2. Users of an emotion
recognition system or a
biometric categorisation
system shall inform of the
operation of the system the
natural persons exposed
thereto. This obligation

2. Users of an emotion
recognition system or a
biometric categorisation
system which is not
prohibited pursuant to
Article 5 shall inform in a
timely, clear and

2. Users of an-emotion
FECOGHHHON-SYSten-or-a
biometric categorisation
system shall inform of the
operation of the system the
natural persons exposed
thereto. This obligation

2. YsersDeployers of an
emotion recognition
system or a biometric
categorisation system shall
inform of the operation of
the system the natural
persons exposed thereto

514 | shall not apply to Al intelligible manner of the | shall not apply to Al and process the personal
systems used for biometric | operation of the system the | systems used for biometric | data in accordance with
categorisation, which are natural persons exposed categorisation, which are Regulation (EU)
permitted by law to detect, | thereto and obtain their permitted by law to detect, | 2016/679, Regulation
prevent and investigate consent prior to the prevent and investigate (EU) 2016/1725 and
criminal offences. processing of their criminal offences, subject | Directive (EU) 2016/280,
biometric and other to appropriate safeguards | as applicable. This
personal data in for the rights and obligation shall not apply
accordance with freedoms of third parties. | to Al systems used for
15688/23 RB/ek 389
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Commission Proposal

EP Mandate

Regulation (EU)
2016/679, Regulation
(EU) 2016/1725 and
Directive (EU) 2016/280,
as applicable. This
obligation shall not apply
to Al systems used for
biometric categorisation,
which are permitted by law
to detect, prevent and
investigate criminal

Council Mandate

Draft Agreement

biometric

categorisationcategorizati
on [and emotion

recognition], which are

permitted by law to detect,

prevent and investigate
criminal offences, subject
to appropriate safeguards
for the rights and

freedoms of third parties.

Pres1dency3

offences.
TITLE V
TITLE V TITLE V TITLE V TITLE V
MEASURES IN MEASURES IN MEASURES IN MEASURES IN
SUPPORT OF SUPPORT OF SUPPORT OF SUPPORT OF
S18 INNOVATION INNOVATION INNOVATION INNOVATION
Text Origin:
Commission Proposal
Article 53
Article 53 Article 53 Article 53 Article 53
5 Al regulatory sandboxes Al regulatory sandboxes Al regulatory sandboxes Al regulatory sandboxes
Text Origin:
Commission Proposal
| Article 53(-1)
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EP Mandate

Council Mandate

519a

Commission Proposal

-1. National competent
authorities may establish
Al regulatory sandboxes
for the development,

training, testing and
validation of innovative AI
systems under the direct
supervision, guidance and
support by the national
competent authority,
before those systems are
placed on the market or
put into service. Such
regulatory sandboxes may
include testing in real
world conditions
supervised by the national
competent authorities.

Draft Agreement

Presidency3

Article 5

3(-1a)

519b

-la. Where appropriate,
national competent
authorities shall cooperate
with other relevant
authorities and may allow
for the involvement of

other actors within the AI
ecosystem.

| Article 5

3(-1b)
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Commission Proposal

EP Mandate

Council Mandate

-1b. This Article shall not
affect other regulatory
sandboxes established
under national or Union
law, including in cases
where the products or
services that are tested in
them are linked to the use

Draft Agreement

Presidency3

519¢ of innovative Al systems.
Member States shall
ensure an appropriate
level of cooperation
between the authorities
supervising those other
sandboxes and the
national competent
authorities.
Article 53(1)
1. Al regulatory L. Alreqilator: L. Alreadator:
sandboxes established by e deleted sendboxes-established-by
one or more Member onre-ormore-Member one-ormore-Member
States competent States-competent States-corpeteit
520 authorities or the European | awthoritics-orthe crtthorities-or-the
Data Protection Supervisor | £u#repeanDeataProtection rrep e Do B onlon
shall provide a controlled | SupervisorMember States SupervisorMember States
environment that facilitates | shall establish at least one shall ensure that their
the development, testing Al regulatory sandbox at [national competent
and validation of national level, which shall authorvities] establish at
innovative Al systems for | previdea-controtted least one Al regulatory
15688/23 RB/ek 392
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Commission Proposal

a limited time before their
placement on the market or
putting into service
pursuant to a specific plan.
This shall take place under
the direct supervision and
guidance by the competent
authorities with a view to
ensuring compliance with
the requirements of this
Regulation and, where
relevant, other Union and
Member States legislation
supervised within the
sandbox.

EP Mandate

Resdation-and—vhere
relevant-be operational at
the latest on the day of the
entry into application of
this Regulation This
sandbox can also be
established jointly with
one or several other-Urion
and Member States

Leabil et il

Council Mandate

Draft Agreement

sandbox at national level,

[which shall previdea
controlled-environment

sandboxbe operational on
the day of the entry into
application of this
Regulation]. This sandbox
may also be established
jointly with one or several

other Member States’
competent authorities. The
Commission may provide
technical support, advice
and tools for the
establishment and

Presidency3
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

operation of Al regulatory
sandboxes.

The obligation established
in previous paragraph can
also be fulfilled by
participation in an
existing sandbox insofar
as this participation
provides equivalent level
of national coverage for
the participating Member
States.

Pres1dency3

Article 53(1a)
la. The establishment of
Al regulatory sandboxes
520a under this Regulation

shall aim to contribute to
one or more of the
following objectives:

Article 53(1a), point (a)

520b

(a) foster innovation and
competitiveness and
facilitate the development

of an Al ecosystem;

| Article 53(1a), point (b)
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520c¢

Commission Proposal

EP Mandate

Council Mandate

(b) facilitate and

accelerate access to the
Union market for AI
systems, in particular
when provided by small
and medium_enterprises
(SMEs), including start-

ups,

Draft Agreement

Pres1dency3

Article 5

3(1a), point (c)

520d

(c) improve legal
certainty and contribute to

the sharing of best
practices through
cooperation with the
authorities involved in the
Al regulatory sandbox
with a view to ensuring
future compliance with

this Regulation and,
where appropriate, with
other Union and Member
States legislation;

Article 5

3(1a), point (d)

520e

(d) contribute to
evidence-based regulatory
learning.

15688/23
ANNEX I

TREE.2.B

RB/ek
LIMITE

395
EN



Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Pres1dency3

Article 53(1a) |

la. Additional A1 la. Additional A1

regulatory sandboxes at regulatory sandboxes at

regional or local levels or regional or local levels or

jointly with other Member jointly with other Member

520f States may also be States' competent

established; authorities may also be
established;
Text Origin: EP
Mandate

Article 53(1b)

1b. The Commission and 1b. The European Data

the European Data Protection Supervisor may

Protection Supervisor, on also establish an AI

their own, jointly or in regulatory sandbox for the

collaboration with one or EU institutions, bodies

more Member States may and agencies and exercise

520g also establish Al the roles and the tasks of

regulatory sandboxes at national competent

Union level; authorities in accordance
with this chapter.
Text Origin: EP
Mandate

| Article 53(1c)
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Commission Proposal

520h

EP Mandate

Ic. Establishing
authorities shall allocate

sufficient resources to
comply with this Article
effectively and in a timely
manner.

Council Mandate

Draft Agreement

Ic. Member States shall
ensure that competent
authorities referred to in
paragraphs 1 and la

allocate sufficient
resources to comply with
this Article effectively and
in a timely manner.

Where appropriate,
national competent
authorities shall cooperate
with other relevant
authorities and may allow
for the involvement of

other actors within the AI
ecosystem.

This Article shall not
affect other regulatory
sandboxes established
under national or Union
law. Member States shall
ensure an appropriate
level of cooperation
between the authorities
supervising those other
sandboxes and the
national competent
authorities.

Text Origin: EP
Mandate

Presidency3
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

3(1d)
1d. Al regulatory 1d. Al regulatory
sandboxes shall, in sandboxes established
accordance with criteria under Article 53(1) of this
set out in Article 53a, Regulation shall, in
provide for a controlled accordance with Articles
environment that fosters 53 and 53a, provide for a
innovation and facilitates controlled environment
the development, testing that fosters innovation
and validation of and facilitates the
innovative Al systems for development, training,
a limited time before their testing and validation of
placement on the market innovative Al systems for
or putting into service a limited time before their
pursuant to a specific plan placement on the market
agreed between the or putting into service
prospective providers and pursuant to a specific
the establishing authority. sandbox plan agreed
between the prospective
providers and the
competent authority.
[Such regulatory
sandboxes may include
testing in real world
conditions supervised in
the sandbox.]
3(1e)
RB/ek
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Commission Proposal

EP Mandate

le. Establishing
authorities shall provide

guidance and supervision
within the sandbox with a
view to identify risks, in

particular to fundamental

rights, democracy and
rule of law, health and
safety and the
environment, test and
demonstrate mitigation
measures for identified
risks, and their
effectiveness and ensure
compliance with the
requirements of this
Regulation and, where
relevant, other Union and

Member States legislation.

Council Mandate

Draft Agreement

le. Competent authorities
shall provide, as
appropriate, guidance,
supervision and support
within the sandbox with a
view to identifying risks,
in particular to
fundamental rights,

[democracy and rule of
law], health and safety
and [the environment],
testing, mitigation
measures, and their
effectiveness in relation to
the obligations and
requirements of this
Regulation and, where
relevant, other Union and
Member States legislation
supervised within the
sandbox.

Presidency3

3(1f)

1f. Establishing
authorities shall provide

sandbox prospective
providers who develop
high-risk Al systems with
guidance and supervision
on_how to fulfil the
requirements set out in

1f. Competent authorities
shall provide providers
and prospective providers
with guidance on
regulatory expectations
and how to fulfil the
requirements and
obligations set out in this
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Commission Proposal

EP Mandate

this Regulation, so that
the Al systems may exit
the sandbox being in
presumption of conformity
with the specific
requirements of this
Regulation that were
assessed within the
sandbox. Insofar as the AI
system _complies with the
requirements when exiting
the sandbox, it shall be
presumed to be in
conformity with this
regulation. In this regard,
the exit reports created by
the establishing authority
shall be taken into
account by market
surveillance authorities or
notified bodies, as
applicable, in the context
of conformity assessment
procedures or market

surveillance checks.

Council Mandate

Draft Agreement
Regulation.

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 national
competent authority shall
also provide an exit report
detailing the activities
carried out in the sandbox
and the related results and
learning outcomes.
Providers may use such
documentation to
demonstrate the
compliance with this
Regulation through the
conformity assessment
process or relevant market

surveillance activities. In
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

Presidency3
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

accelerate conformity
assessment procedures to
a reasonable extent.

1fa Subject to the
confidentiality provisions
in Article 70 and with the
agreement of the sandbox
provider/prospective
provider, [the European
Commission] and the [Al
Office/ Board] shall be
authorised to access the
exit reports and shall take
them into account, as
appropriate, when
exercising their tasks
under this Regulation. If
both provider/ prospective
provider and the national
competent authority
explicitly agree to this, the
exit report can be made
publicly available through
the single information
platform referred to in this
article.

Presidency3

| Article 53(1g)
5201 1g. The establishment of 1g. _The establishment of
Al regulatory sandboxes Al regulatory sandboxes
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Commission Proposal

EP Mandate

shall aim to contribute to
the following objectives:
a) for the competent
authorities to provide
guidance to Al systems
prospective providers

providers to achieve

regulatory compliance
with this Regulation or
where relevant other
applicable Union and
Member States legislation;

b) for the prospective
providers to allow and
facilitate the testing and

development of innovative
solutions related to AI
systems;

¢) regulatory learning in
a _controlled environment.

Council Mandate

Draft Agreement

shall aim to contribute to
the following objectives:

a) improve legal certainty
to achieve regulatory
compliance with this
Regulation or, where
relevant, other applicable
Union and Member States

legislation;

b) support the sharing of
best practices through
cooperation with the
authorities _involved in the
Al regulatory sandbox:;

¢) foster innovation and
competitiveness and
facilitate the development

of an Al ecosystem;

d) contribute to evidence-
based regulatory learning;

e) facilitate and accelerate
access to the Union
market for Al systems, in
particular when provided

by small and medium-
sized enterprises (SMEs),
including start-ups.

Presidency3
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EP Mandate

Council Mandate

Article 5

Commission Proposal
3(2)

Draft Agreement

Presidency3

2. Member States 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
supporting access to data,
the national data protection
authorities and those other

2. Member
StatesEstablishing
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
supporting access to

deleted

2. Member-StatesNational
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 supporting
access to data, the national

521 | hational authorities are personal data, the national data protection authorities,

associated to the operation | data protection authorities, and those other national

of the Al regulatory or in cases referred to in authorities are associated

sandbox. paragraph 1b the EDPS, to the operation of the Al
and those other national regulatory sandbox_and
authorities are associated involved in the supervision
to the operation of the Al of those aspects to the
regulatory sandbox_and extent of their respective
involved in the supervision tasks and powers, as
of those aspects to the full applicable.
extent of their respective
tasks and powers. WErdE CmEslentng o

Mandate
Article 53(2a), first subparagraph
501 2a. Access to the A1
a
regulatory sandboxes
shall be open to any
15688/23 RB/ek 403
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Commission Proposal

EP Mandate

Council Mandate

provider or prospective
provider of an Al system
who fulfils the eligibility
and selection criteria
referred to in paragraph
6(a) and who has been
selected by the national
competent authorities
following the selection
procedure referred to in
paragraph 6(b). Providers
or prospective providers
may also submit
applications in
partnership with users or
any other relevant third

parties.

Draft Agreement

Presidency3

Article 5

3(2a), second subparagraph

Participation in the AI
regulatory sandbox shall
be limited to a period that
is appropriate to the

521b complexity and scale of
the project. This period
may be extended by the
national competent
authority.
| Article 53(2a), third subparagraph |
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Commission Proposal

EP Mandate

Council Mandate

Participation in the AI
regulatory sandbox shall
be based on _a specific pian
referred to in paragraph 6
of this Article that shall be

Draft Agreement

Presidency3

s2le agreed between the
participant(s) and the
national competent
authoritie(s), as
applicable.
Article 53(3)
3. The Al regulatory 3. The Al regulatory 3. The participation in the | 3. The Al regulatory
sandboxes shall not affect | sandboxes shall not affect | Al regulatory sandboxes sandboxes shall not affect
the supervisory and the supervisory and shall not affect the the supervisory and
corrective powers of the corrective powers of the supervisory and corrective | corrective powers of the
competent authorities. Any | competent authorities, powers of the eompetent competent authorities
significant risks to health including at regional or anthorities—Any-sienificant | supervising the sandboxes,
and safety and fundamental | local level. Any significant | risksto-health-andsafety including at regional or
rights identified during the | risks to fundamental an-fumdamentalrichts local level. Any significant
522 | development and testing of | rights, democracy and identified-duringthe risks to health and safety
such systems shall result in | rule of law, health and development-and-testingof | and fundamental rights
immediate mitigation and, | safety and-fundamental sueh-systems-shatlresultin | identified during the
failing that, in the rightsor the environment | immediatemitication-and: | development and testing of
suspension of the identified during the ettt such A7 systems shall
development and testing development and testing of | suspension-ofthe result in innmnediatcan
process until such such A7 systems shall developmenand-resting adequate mitigation,
mitigation takes place. result in immediate and processitit-sneh National competent
adequate mitigation, bt e authorities shall have the
Competent authorities placeauthorities power to temporarily or
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Commission Proposal

EP Mandate

shall have the power to

Council Mandate

supervising the sandbox.

Draft Agreement

permanently suspend the

temporarily or
permanently suspend the

Those authorities shall
exercise their supervisory

testing process-and—faiting
that, or participation in the

testing process, or
participation -cd—féiting
that-in the suspension-of
threelepelonnion ]

. .

ST ‘
ptacesandbox if no
effective mitigation is
possible and inform the AI

powers in_a flexible
manner within the limits

stspensionsandbox if no
effective mitigation is

of the relevant legislation,

possible and inform [the

using their discretionary Al Officel of such
powers when decision. National
implementing legal competent authorities

provisions to a specific AI

shall exercise their

sandbox project, with the

supervisory powers within

objective of supporting

office of such decision.

innovation in Al in the

Union.

the limits of the
T — .

! . g
S ‘
piacerelevant legislation,
using their discretionary
powers when
implementing legal
provisions to a specific AI
sandbox project, with the
objective of supporting
innovation in Al in the
Union.

Presidency3

Article 5

3(3a), first subparagraph

3a. Provided that the
participant(s) respect the

22 sandbox plan and the
terms and conditions for
their participation as
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Commission Proposal

EP Mandate

Council Mandate

referred to in paragraph
6(c) and follow in good
faith the guidance given

by the authorities, no
administrative fines shall
be imposed by the
authorities for
infringement of applicable
Union or Member State
legislation relating to the
Al system supervised in
the sandbox, including the
provisions of this
Regulation.

Draft Agreement

Presidency3

Article 5

3(4)

4. Participants in the Al

4. ParticipantsProspective

A Pertici e chod]

4. ParticipantsProviders

regulatory sandbox shall providers in the Al regutatory-sandbox and prospective providers
remain liable under regulatory sandbox shall sheattThe participants in the Al regulatory
applicable Union and remain liable under remain liable under sandbox shall remain liable
Member States liability applicable Union and applicable Union and under applicable Union
legislation for any harm Member States liability Member States liability and Member States
573 inflicted on third parties as | legislation for any harm legislation for any Aa##+ liability legislation for any
a result from the inflicted on third parties as | inflicted-on-third-parties-as | harn-damage inflicted on
experimentation taking a result fremof the a-resilfrom-the third parties as a result
place in the sandbox. experimentation taking expertmentationtaking fromof the experimentation
place in the sandbox. place-in-thedamage caused | taking place in the
However, provided that in the course of their sandbox._However,
the prospective provider(s) | participation in an Al provided that the
respect the specific plan regulatory sandbox. prospective provider(s)
referred to in paragraph respect the specific plan
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ANNEX | TREE.2.B LIMITE EN



Commission Proposal

EP Mandate

Ic and the terms and
conditions for their
participation and follow in

good faith the guidance
given by the establishing
authorities, no
administrative fines shall
be imposed by the
authorities for
infringements of this
Regulation.

Council Mandate

Draft Agreement

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 imposed by the
authorities for
infringements of this
Regulation. To the extent
that other competent
authorities responsible for
other Union and Member
States’ legislation have
been actively involved in
the supervision of the AI
system in the sandbox and
have provided guidance
for compliance, no

administrative fines shall
be imposed regarding that

legislation.

4b. The Al regulatory
sandboxes shall be
designed and implemented
in such a way that, where
relevant, they facilitate
cross-border cooperation
between_national
competent authorities.

Presidency3
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Commission Proposal EP Mandate Council Mandate Draft Agreement Presidency3
Article 53(4a), first subparagraph

4a. Upon request of ihe
provider or prospective
provider of the Al system,
the national competent
authority shall provide,
where applicable, a
written proof of the
activities successfully
carried out in the
sandbox. The national
competent authority shall
also provide an exit report
523a detailing the activities
carried out in the sandbox
and the related results and
learning outcomes. Such
written proof and exit
report could be taken into
account by market
surveillance authorities or
notified bodies, as
applicable, in the context
of conformity assessment
procedures or market
surveillance checks.

| Article 53(4a), second subparagraph

523b Subject to the
confidentiality provisions
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

in Article 70 and with the
agreement of the sandbox
participants, the European

Commission and the Al
Board shall be authorised
to access the exit reports
and shall take them into
account, as appropriate,
when exercising their
tasks under this
Regulation. If both the
participant and the

national competent
authority explicitly agree
to this, the exit report can
be made publicly available
through the single
information platform
referred to in article

353)(b).

Presidency3

Article 5

3(4b)

523¢

4b. The Al regulatory
sandboxes shall be
designed and implemented
in such a way that, where
relevant, they facilitate
cross-border cooperation
between the national
competent authorities.
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Commission Proposal
Article 53(5)

EP Mandate

Council Mandate

Draft Agreement

Presidency3

5. Member States’
competent authorities that
have established Al
regulatory sandboxes shall
coordinate their activities
and cooperate within the
framework of the European
Artificial Intelligence

5. Member-States”

eompetentEstablishing
authorities that-have
R
sandbeoxes-shall coordinate
their activities and
cooperate within the
framework of the

5. Member
States-National competent
authorities that-have
establishedshall make
publicly available annual
reports on the
implementation of the Al
regulatory sandboxes,

5. Menber
States-National competent
authorities that-have

ettt o8 cor Hoseomatory
sarndboxes-shall coordinate
their activities and
cooperate within the
framework of the

Board. They shall submit L ea il including good practices, | EuwropeanArtificiat
annual reports to the Board | #tellisenceBoard—They lessons learnt and Ll Pl e
and the Commission on the | shallsubmit-annnalreports | recommendations on-shatl | shallsubmit-arnualreports
results from the fomthe e el ceopelinte thelr eerioiifen | dotbetoeelaneldhe
implementation of those Dbt el | eebeoaperaiomeithithe Commission-on-the-results
scheme, including good B el B R
504 practices, lessons learnt Hhresresrelioe el e e e theserelioe el lin e
and recommendations on wood-practices—tessomny Board—Thev-shall B e
their setup and, where teerni-ctied itsetup and, where teerii-ctied
relevant, on the application | recommendations-ontheir | relevant, on the e e
of this Regulation and setup-and—whererelevant: | application of this setip-ant—rhererelevens
other Union legislation B e o R e Regulation and other on-the-application-ofthis
supervised within the Tlemlentiamere o thes Union legislation Hemloio by
sandbox. Liloplesbdeation supervised within the Lhlon-legistation
sttpervised-within-the sandbox. Those annual sttpervised-eithin-the
sandboxAl office. reports to-the Board-and sandbox[Al Office].

e s e

%WAO_H% Text Origin: EP

. . Mandate

Lppletieirteie e tha e

schemeinetndineshall be

submitted to the AI Board

which shall make publicly

available a summary of all
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Commission Proposal

EP Mandate

Council Mandate

good practices, lessons
learnt and
recommendations. This
obligation to make annual
reports publicly available
shall not cover sensitive
operational data in
relation to the activities of
law enforcement, border
control, immigration or
asylum _authorvities. The
Commission and the AI
Board shall, where
appropriate, take the
annual reports into
account when exercising
their tasks under this

Regulation-on-their-setip

Draft Agreement

Presidency3

Article 5

3(5a)

524a

Sa. The Commission shall
ensure that information
about Al regulatory
sandboxes, including
about those established
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Commission Proposal

EP Mandate

Council Mandate

under this Article, is
available through the
single information
platform referred to in

Draft Agreement

Pres1dency3

Article 55(3)(b).
Article 53(5a)

Sa. Establishing Sa. National competent
authorities shall inform authorities shall inform
the Al Office of the the [AI Office/Board] of
establishment of a the establishment of a
sandbox and may ask for sandbox and may ask for
support and guidance. A support and guidance. A
list of planned and list of planned and

524b existing sandboxes shall existing Al sandboxes
be made publicly available shall be made publicly
by the Al office and kept available by [the Al
up to date in order to Office] and kept up to date
encourage more in order to encourage
interaction in the more interaction in the
regulatory sandboxes and regulatory sandboxes and
transnational cooperation. cross-border cooperation.

Article 53(5b)

5b. Establishing 5b. National competent

504c authorities shall submit to authorities authorities
the Al office and, unless shall submit to [the AI
the Commission is the sole Office] and to the
establishing authority, to Commission, annual
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Commission Proposal

EP Mandate

the Commission, annual
reports, starting one year
after the establishment of
the sandbox and then
every year 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
application and possible
revision of this Regulation
and other Union law
supervised within the
sandbox. Those annual
reports or abstracts
thereof shall be made
available to the public,
online.

Council Mandate

Draft Agreement

reports, starting one year
afier the establishment of
the Al regulatory sandbox
and then every year 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
application and possible
revision of this
Regulation, including its
delegated and
implementing acts, and
other Union law
supervised within the
sandbox. Those annual
reports or abstracts
thereof shall be made
available to the public,
online.

The Commission and [the
Al Office] shall, where
appropriate, take the
annual reports into
account when _exercising
their tasks under this

Presidency3
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement
Regulation.

Text Origin: EP

Mandate

Presidency3

Article 5

3(6)

6. The modalities and the

6. The modalitiesand-the

6. The modalities and the

6. The modalities—and-the

conditions of the operation | eenditions-ofthe-operation | conditions efthe-for the ettt erp et e e e
of the Al regulatory e establishment and e L
sandboxes, including the regitatory Commission operation of the Al regitatory Commission
eligibility criteria and the shall develop a single and | regulatory sandboxes; shall develop a single and
procedure for the dedicated interface Ll e oLt i dedicated interface
application, selection, containing all relevant eriteria-and-the procedure | containing all relevant
participation and exiting information related to Sfor-the-application: information related to
from the sandbox, and the | sandboxes, ireludinethe selectionparticipation-and | sandboxes;-inclndinethe
rights and obligations of e e I B L e e
the participants shall be set | procedimreforthe el ! procedure-for-the
out in implementing acts. et stionel e tien bl e apphieativeleation 10
525 | Those implementing acts e e e e participants under this allow stakeholders to
shall be adopted in from-thesandbox—and-the | Regulation shall be set-ount | interact with regulatory
accordance with the riehts-emd-oblications—of irnadopted through sandboxes and to raise
examination procedure thepentielvantmdied e implementing acts—Fkese | enquiries with competent
referred to in Article 74(2). | setountinimplementing tmplementine-acts-shati-be | authorities, participation
acts—Those-tmplementing | adopted in accordance with | and-exitinefromthe
actstogether with a single | the examination procedure | sandbox—and-therichts
contact point at Union referred to in Article 74(2). | and-oblisations-ofthe
level to interact with the et e
regulatory sandboxes and e
to_allow stakeholders to Lhrenre il enre ittt
raise enquiries with and to seek non-binding
competent authorities, and guidance on the
to seek non-binding conformity of innovative
15688/23 RB/ek 415
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Commission Proposal

EP Mandate

guidance on the
conformity of innovative
products, services,
business models

embedding Al
technologies;

The Commission shall
bomaleiod eyl enen
f e e
Artiele74(2)proactively
coordinate with national,
regional and also local
authorities, where
relevant.

Council Mandate

Draft Agreement

products, services,
business models

embedding AI
technologies, in
accordance with Article

55(1)(c).

The Commission shall be
e

J e e
Articte74(2)proactively
coordinate with national,

regional and also local
competent authorities,
where relevant.

Text Origin: EP
Mandate

Presidency3

Article 53(6a), first subparagraph

525a

6a. The modalities and
conditions shall to the best
extent possible support
flexibility for national

competent authorities to
establish and operate their
Al regulatory sandboxes,
foster innovation and

regulatory learning and
shall particularly take into
account the special
circumstances and
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Commission Proposal

EP Mandate

Council Mandate

capacities of participating
SMEs, including start-

ups.

Draft Agreement

Presidency3

| Article 5

3(6a), second subparagraph

525b

Those implementing acts
shall include common
main principles on the
following issues:

| Article 5

3(6a), second subparagraph, point (a)

525¢

(a) eligibility and
selection for participation
in the Al regulatory
sandbox;

Article 5

3(6a), second subparagraph, point (b)

525d

(b) procedure for the
application, participation,
monitoring, exiting from
and termination of the AI
regulatory sandbox,
including the sandbox
plan _and the exit report;

| Article 53(6a), second subparagraph, point (c)
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Commission Proposal EP Mandate Council Mandate Draft Agreement Pres1dency3
(c) the terms and
525e conditions applicable to
the participants.
Article 53(6a)

6a. For the purpose of 6a. For ithe purpose of
paragraph 1 and la, the paragraph 1 and la, the
Commission shall play a Commission shall play a
complementary role, complementary role,
enabling Member States to enabling Member States to
build on their expertise build on their expertise
and, on the other hand, and, on the other hand,

525F assisting and providing assisting those Member
technical understanding States that seek guidance
and resources to those on the set-up and running
Member States that seek of these regulatory
guidance on the set-up sandboxes.
and running of these

Text Origin: EP
regulatory sandboxes. pE e
Article 53(a) new

53 a _Modalities and 6b. In order to avoid
functioning of AI fragmentation across the

5250 regulatory sandboxes Union, the Commission,

1. In order to avoid in_consultation with [the
fragmentation across the Al Officel, shall adopt a
Union, the Commission, [delegated
in consultation with the act/implementing act]|
15688/23 RB/ek 418
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Commission Proposal

EP Mandate

Al office, shall adopt a
delegated act detailing the
modalities for the
establishment,
development,
implementation,
functioning and

supervision of the AI
regulatory sandboxes,
including the eligibility
criteria and the procedure
for the application,

selection, participation
and exiting from the
sandbox, and the rights
and obligations of the
participants based on the
provisions set out in this
Article;

2. The Commission is
empowered to adopt
delegated acts in
accordance with the
procedure referred to in
Article 73, no later than
12 months following the
entry into force of this
Regulation and shall
ensure that:

a) regulatory sandboxes
are open to any applying
prospective provider of an
Al system who fulfils

Council Mandate

Draft Agreement

detailing the modalities
for the establishment,

development,
implementation, operation

and supervision of the AI
regulatory sandboxes.

The [implemeting
act/delegated act] shall
include common
principles on the following

issues:

a) eligibility and
selection for participation
in the Al regulatory
sandbox;

b) procedure for the
application, participation,
monitoring, exiting from
and termination of the AI
regulatory sandbox,
including the sandbox
plan_and the exit report;

c) the terms and
conditions applicable to
the participants.

The
[implementing/delegated
acts] shall ensure that:

Presidency3
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Commission Proposal

EP Mandate

eligibility and selection
criteria. The criteria for
accessing to the regulatory
sandbox are transparent
and fair and establishing
authorities inform
applicants of their
decision within 3 months
of the application;

b) regulatory sandboxes
allow broad and equal
access and keep up with
demand for participation;

¢) access to the AI
regulatory sandboxes is
free of charge for SMEs

and start-ups without
prejudice to exceptional

costs that establishing
authorities may recover in
a fair and proportionate
manner;

d) regulatory sandboxes
facilitate the involvement

of other relevant actors
within the Al ecosystem,
such as notified bodies
and standardisation
organisations (SMEs,
start-ups, enterprises,
innovators, testing and

Council Mandate

Draft Agreement

a) regulatory sandboxes
are open to any applying
prospective provider of an
AI system who fulfils
eligibility and selection
criteria. The criteria for
accessing to the regulatory
sandbox are transparent
and fair and establishing
authorities inform
applicants of their
decision within 3 months
of the application;

b) regulatory sandboxes
allow broad and equal
access and keep up with
demand for participation;
prospective providers may
also submit applications in
partnerships with users
and other relevant third

parties;

c) the modalities and
conditions concerning
regulatory sandboxes
shall to the best extent
possible support flexibility
for national competent

authorities to establish

Presidency3

experimentation facilities, and operate their Al

research and regulatory sandboxes;
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Commission Proposal

EP Mandate

experimentation labs and
digital innovation hubs,
centers of excellence,
individual researchers), in
order to allow and
facilitate cooperation with

the public and private
sectors

e) they allow prospective
providers to to fulfil, in a

controlled environment,
the conformity assessment
obligations of this
Regulation or the
voluntary application of
the codes of conduct
referred to in Article 69;
f) procedures, processes
and administrative
requirements for
application, selection,
participation and exiting

the sandbox are simple,
easily intelligible, clearly
communicated in order to
facilitate the participation

of SMEs and start-ups
with limited legal and
administrative capacities
and are streamlined
across the Union, in order
to avoid fragmentation
and that participation in a

Council Mandate

Draft Agreement

d) access to the AI
regulatory sandboxes is
free of charge for SMEs

and start-ups without
prejudice to exceptional

costs that national
competent authorities may
recover in_a fair and
proportionate manner;

e) they facilitate
prospective providers, by

means of the learning
outcomes of the
sandboxes, to conduct the
conformity assessment
obligations of this
Regulation or the
voluntary application of
the codes of conduct
referred to in Article 69;

{) regulatory sandboxes

facilitate the involvement

of other relevant actors
within the Al ecosystem,
such as notified bodies
and standardisation
organisations (SMEs,
start-ups, enterprises,
innovators, testing and
experimentation facilities,

Presidency3

15688/23
ANNEX I

TREE.2.B

RB/ek
LIMITE

421
EN



Commission Proposal

EP Mandate

regulatory sandbox
established by a Member
State, by the Commission,
or by the EDPS is
mutually and uniformly
recognised and carries the
same legal effects across
the Union;

g) participation in the Al
regulatory sandbox is
limited to a period that is
appropriate to the
complexity and scale of
the project.

h) the sandboxes shall
facilitate the development

of tools and infrastructure
for testing, benchmarking,

assessing and explaining
dimensions of Al systems
relevant to sandboxes,
such as accuracy,
robustness and
cybersecurity as well as
minimisation of risks to
fundamental rights,

environment and the
society at large

3. Prospective providers
in the sandboxes, in
particular SMEs and

start-ups, shall be
facilitated access to pre-

Council Mandate

Draft Agreement

research and
experimentation labs and
digital innovation hubs,
centers of excellence,
individual researchers), in
order to allow and
facilitate cooperation with

the public and private
sector;

g) procedures, processes
and administrative
requirements for
application, selection,
participation and exiting
the sandbox are simple,
easily intelligible, clearly
communicated in order to
facilitate the participation

of SMEs and start-ups
with limited legal and
administrative capacities
and are streamlined
across the Union, in order
to avoid fragmentation
and that participation in a
regulatory sandbox
established by a Member
State, or by the EDPS is
mutually and uniformly
recognised and carries the
same legal effects across
the Union;

Presidency3

15688/23
ANNEX I

TREE.2.B

RB/ek
LIMITE

422
EN



Commission Proposal

EP Mandate

deployment services such
as guidance on the
implementation of this
Regulation, to other
value-adding services
such as help with
standardisation
documents and
certification and
consultation, and to other
Digital Single Market
initiatives such as Testing
& Experimentation
Facilities, Digital Hubs,
Centres of Excellence,
and EU benchmarking

capabilities.

Council Mandate

Draft Agreement

h) participation in the Al
regulatory sandbox is
limited to a period that is
appropriate to the
complexity and scale of
the project. This period
may be extended by the
national competent

authority;

i) the sandboxes shall
facilitate the development

of tools and infrastructure
for testing, benchmarking,

assessing and explaining
dimensions of Al systems
relevant for regulatory
learning , such as
accuracy, robustness and
cybersecurity as well as
measures to mitigate risks
to fundamental
rights,[environment]| and
the society at large.

3. Prospective providers in
the sandboxes, in
particular SMEs and

start-ups, shall be
directed, where relevant,
to pre-deployment services
such as guidance on the

Presidency3
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

implementation of this
Regulation, to other
value-adding services
such as help with
standardisation
documents and
certification, Testing &
Experimentation
Facilities, Digital Hubs,
Centres of Excellence,
and [EU benchmarking

capabilities].

Presidency3

Article 53(6a)

6b. When national 6b. When national
competent authorities competent authorities
consider authorising consider authorising
testing in real world testing in real world
conditions supervised conditions supervised
within the framework of within the framework of
an Al regulatory sandbox an Al regulatory sandbox

505h established under this established under this
Article, they shall Article, they shall
specifically agree with the specifically agree with the
participants on the terms participants on the terms
and conditions of such and conditions of such
testing and in particular testing and in particular
on the appropriate on the appropriate
safeguards with the view safeguards with the view
to protect fundamental to protect fundamental
rights, health and safety. rights, health and safety.
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Commission Proposal

EP Mandate

Council Mandate

Where appropriate, they
shall cooperate with other
national competent
authorities with a view io
ensure consistent
practices across the

Draft Agreement

Pres1dency3

Where appropriate, they
shall cooperate with other
national competent
authorities with a view to
ensure consistent
practices across the

Union. Union.
Article 54
Article 54 Article 54 Article 54 Article 54
Further processing of Further processing of Further processing of Further processing of
personal data for personai-data for personal data for personal data for
developing certain Al developing certain Al developing certain Al developing certain Al
526 systems in the public systems in the public systems in the public systems in the public
interest in the Al interest in the Al interest in the Al interest in the Al
regulatory sandbox regulatory sandbox regulatory sandbox regulatory sandbox
Text Origin: Council
Mandate
Article 54(1)
1. In the Al regulatory 1. In the Al regulatory 1. In the Al regulatory 1. In the Al regulatory
sandbox personal data sandbox personal data sandbox personal data sandbox personal data
lawfully collected for other | lawfully collected for other | lawfully collected for other | lawfully collected for other
5p7 | burposes shall be purposes skettmay be purposes skettmay be purposes skettmay be
processed for the purposes | processed_solely for the processed for the purposes | processed solely for the
of developing and testing purposes of developing and | of developing, testing and | purposes of developing,
certain innovative Al testing certain innovative training of-and-testing training and testing certain
systems in the sandbox Al systems in the sandbox | eertain innovative Al innovative-Al systems in
under the following underwhen all of the systems in the sandbox the sandbox #nderwhen all
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Commission Proposal

conditions:

EP Mandate

following conditions_are
met.

Council Mandate

under the following
cumulative conditions:

Draft Agreement

of the following conditions
are met:

Presidency3

Article 5

4(1), point (a)

(a) the innovative Al
systems shall be developed
for safeguarding
substantial public interest
in one or more of the

(a) theimrovative-Al
systems shall be developed
for safeguarding
substantial public interest
in one or more of the

(a) the innovative Al
systems shall be developed
for safeguarding
substantial public interest
by a public authority or

(a) theinnovative-Al
systems shall be developed
for safeguarding
substantial public interest
by a public authority or

I following areas: following areas: another natural or legal another natural or legal
person governed by public | person governed by public
law or by private law and | law or by private law and
in one or more of the in one or more of the
following areas: following areas:

Article 54(1), point (a)(i)
(i) the prevention,
investigation, detection or deleted deleted
prosecution of criminal
offences or the execution
of criminal penalties,
529 including the safeguarding

against and the prevention
of threats to public
security, under the control
and responsibility of the
competent authorities. The
processing shall be based
on Member State or Union
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Commission Proposal

law;

EP Mandate

Council Mandate

Draft Agreement

Pres1dency3

Article 54(1), point (a)(ii)

530

(ii) public safety and
public health, including
disease prevention, control
and treatment;

(1) public safety and
public health, including
disease detection,
diagnosis prevention,
control and

treatment;

el e e
e ]

treatment:

(i) public safety and
pubilic-health, including
disease-prevention, control
and treatment_of disease
and improvement of
health care systems;

(i1) public safety and
public health, including
disease detection,
diagnosis prevention,
control and treatment_and
improvement of health

care systems;

Article 54(1), point (a)(iii)

(ii1) a high level of
protection and
improvement of the quality
of the environment;

(iii) _a high level of
protection and
improvement of the quality
of the environment,

(iii) a-highlevelof
protection and
improvement of the quality
of the environment,

(ii1) a high level of
protection and
improvement of the quality
of the environment,

23 protection of biodiversity, including green transition, | protection of biodiversity,
pollution as well as climate change mitigation | pollution as well as green
climate change mitigation | and adaptation; transition, climate change
and adaptation; mitigation and adaptation;
Article 54(1), point (a)(iiia)
531a (iiia) energy (iiia) energy sustainability
sustainability, transport
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Commission Proposal EP Mandate Council Mandate Draft Agreement Presidency3
and mobility; I
Article 54(1), point (a)(iiia) |
(iiia) safety and resilience (itib) safety and resilience
of transport systems, of transport systems and
531b critical infrastructure and mobility, critical
networks. infrastructure and
networks;
Article 54(1), point (a)(iiib)
(iiib) efficiency and (iiic) efficiency and
quality of public quality of public
531c¢ administration and public | administration and public
services; services [in the benefit of
citizens/;
Article 54(1), point (a)(iiic)
(iiic) cybersecurity and
531d resilience of critical
infrastructure.
Article 54(1), point (b)
532 (b) the data processed are | (b) the data processed are | (b) the data processed are | (b) the data processed are
necessary for complying necessary for complying necessary for complying necessary for complying
with one or more of the with one or more of the with one or more of the with one or more of the
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Commission Proposal

requirements referred to in
Title III, Chapter 2 where
those requirements cannot
be effectively fulfilled by
processing anonymised,
synthetic or other non-
personal data;

EP Mandate

requirements referred to in
Title III, Chapter 2 where
those requirements cannot
be effectively fulfilled by
processing anonymised,
synthetic or other non-
personal data;

Council Mandate

requirements referred to in
Title III, Chapter 2 where
those requirements cannot
be effectively fulfilled by
processing anonymised,
synthetic or other non-
personal data;

Draft Agreement

requirements referred to in
Title 111, Chapter 2 where
those requirements cannot
be effectively fulfilled by
processing anonymised,
synthetic or other non-
personal data;

Text Origin: Council

Mandate

Presidency3

Article 54(1), point (c)

(c) there are effective
monitoring mechanisms to
identify if any high risks to
the fundamental rights of
the data subjects may arise
during the sandbox
experimentation as well as
response mechanism to

(c) there are effective
monitoring mechanisms to
identify if any high risks to
the fundamentet
riehtsrights and freedoms
of the data subjects, as
referred to in Article 35 of

(c) there are effective
monitoring mechanisms to
identify if any high risks to
the furndamentet
rightsrights and freedoms
of the data subjects, as
referred to in Article 35 of

(c) there are effective
monitoring mechanisms to
identify if any high risks to
the furndamented
rightsrights and freedoms
of the data subjects, as
referred to in Article 35 of

Regulation (EU) 2016/679

Regulation (EU) 2016/679

Regulation (EU) 2016/679

promptly mitigate those and in Article 35 of and in Article 39 of and in Article 39 of
533 risks and, where necessary, | Regulation (EU) Regulation (EU) Regulation (EU)
stop the processing; 2018/1725 may arise 2018/1725, may arise 2018/1725, may arise
during the sandbox during the sandbox during the sandbox
experimentation as well as | experimentation as well as | experimentation as well as
response mechanism to response mechanism to response mechanism to
promptly mitigate those promptly mitigate those promptly mitigate those
risks and, where necessary, | risks and, where necessary, | risks and, where necessary,
stop the processing; stop the processing; stop the processing;
Text Origin: Council
Mandate
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Pres1dency3

Article 5

4(1), point (d)

(d) any personal data to be
processed in the context of
the sandbox are in a
functionally separate,
isolated and protected data
processing environment

(d) any personal data to be
processed in the context of
the sandbox are in a
functionally separate,
isolated and protected data
processing environment

(d) any personal data to be
processed in the context of
the sandbox are in a
functionally separate,
isolated and protected data
processing environment

(d) any personal data to be
processed in the context of
the sandbox are in a
functionally separate,
isolated and protected data
processing environment

534 | under the control of the under the control of the under the control of the under the control of the
participants and only participantsprospective participants and only participantsprospective
authorised persons have provider and only authorised persons have provider and only
access to that data; authorised persons have access to that data; authorised persons have

access to that those data; access to that those data;
Text Origin: EP
Mandate
Article 54(1), point (e)

(e) any personal data (e) any personal data (e) any personal data (e) Providers can only

processed are not be processed are not be processed are not fo be further share the originaly

transmitted, transferred or | transmitted, transferred or | transmitted, transferred or | collected data in

otherwise accessed by otherwise accessed by otherwise accessed by compliance with EU data

other parties; other parties; other parties_that are not protection law. Any

535 participants in the personal data processed

sandbox, unless such R e e

disclosure occurs in trenisferred-orotierisie

compliance with creemereel by sl

Regulation (EU) 2016/679 | parties;crated in the

or, where applicable, sandbox cannot be shared

Regulation 2018/725, and | outside the sandbox
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Commission Proposal

EP Mandate

Council Mandate

all participants have
agreed to it;

Draft Agreement

Text Origin: Council

Mandate

Pres1dency3

Article 54(1), point (f)

(f) any processing of
personal data in the context
of the sandbox do not lead
to measures or decisions
affecting the data subjects;

(f) any processing of
personal data in the context
of the sandbox do not lead
to measures or decisions
affecting the data subjects
nor affect the application

(f) any processing of
personal data in the context
of the sandbox do-nottead
oisi
affectineshall not affect

the application of the

of their rights laid down in

rights of the data subjects

(f) any processing of
personal data in the context
of the sandbox do not lead
to measures or decisions
affecting the data subjects
nor affect the application
of their rights laid down in

536 Union law on the as provided for under Union law on the
protection of personal Union law on the protection of personal
data; protection of personal data;
data, in particular in -
Article 22 of Regulation Text Origin: EP
N Mandate
(EU) 2016/679 and Article
24 of Regulation (EU)
2018/1725;
Article 54(1), point (g)

(g) any personal data (g) any personal data (g) any personal data (g) (g) any personal data

processed in the context of | processed in the context of | processed in the context of | processed in the context of

the sandbox are deleted the sandbox are protected | the sandbox are protected | the sandbox are protected

537 | once the participation in by means of appropriate by means of appropriate by means of appropriate

the sandbox has terminated | technical and technical and technical and

or the personal data has organisational measures organisational measures organisational measures

reached the end of its and deleted once the and deleted once the and deleted once the

retention period,; participation in the participation in the participation in the
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Commission Proposal

EP Mandate

sandbox has terminated or
the personal data has
reached the end of its
retention period;

Council Mandate

sandbox has terminated or
the personal data has
reached the end of its
retention period;

Draft Agreement

sandbox has terminated or
the personal data has
reached the end of its
retention period;

Pres1dency3

Article 5

4(1), point (h)

(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

(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

(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

(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 and 1 year after its | sandbox-andIyear-after sandbox-and-1year-after sandbox-and-1year-after
termination, solely for the | itstermination—soleb-for Feperet ol e b Foepee o el ebe e
purpose of and only as theprgsasoolagrcbonbas | dhepremparealandbanlies | dheppepeeabenelan e
long as necessary for longes—necessary1or loHa—es—Hecessari-1or LoHo—ts—Hecesser-1or
538 fulfilling accountability R e e B s R b e
and documentation el et B e el et e
obligations under this el el bl e oblications-mder-—tiis
Article or other application | Article-or-otherapplication | Articte-orother Sl e
Union or Member States Hrion-or-Menrber-Stetes application, unless application, unless
legislation; leaistation; provided otherwise by provided otherwise by
Union or Member-States Union or Member-States
lesislationnational law; lesislationnational law;
Text Origin: Council
Mandate
| Article 54(1), point (i) |
EE (1) complete and detailed | (i) complete and detailed | (i) complete and detailed | (i) complete and detailed
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Commission Proposal

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 documentation in
Annex 1V;

EP Mandate

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 documentation in
Annex 1V;

Council Mandate

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 documentation in
Annex 1V;

Draft Agreement

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 documentation in
Annex 1V;

Text Origin: Council

Mandate

Presidency3

Article 5

4(1), point (j)

() a short summary of the
Al project developed in the
sandbox, its objectives and
expected results published
on the website of the
competent authorities.

() a short summary of the
Al projectsystem
developed in the sandbox,
its objectives, hypotheses,
and expected results,
published on the website of
the competent authorities:;

(j) a short summary of the
Al project developed in the
sandbox, its objectives and
expected results published
on the website of the
competent authorities._This
obligation shall not cover
sensitive operational data

(j) a short summary of the
Al projeetsystem
developed in the sandbox,
its objectives and expected
results published on the
website of the competent
authorities._/This
obligation shall not cover

() a short summary of the
Al project developed in the
sandbox, its objectives and
expected results published
on the website of the
competent authorities._This
obligation shall not cover
sensitive operational data

540 in relation to the activities | sensitive operational data in relation to the activities
of law enforcement, in relation to the activities of law enforcement,
border control, of law enforcement, border control,
immigration or asylum border control, immigration or asylum
authorities. immigration or asylum authorities.
authorities.|
Text Origin: Council
Mandate
| Article 54(1), point (ja) |
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Commission Proposal

EP Mandate

Council Mandate

la. For the purpose of
prevention, investigation,

Draft Agreement

la. For the purpose of
prevention, investigation,

detection or prosecution of

detection or prosecution of

Presidency3

la. For the purpose of
prevention, investigation,

detection or prosecution of

criminal offences or the

criminal offences or the

execution of criminal
penalties, including the

execution of criminal
penalties, including the

safeguarding against and

safeguarding against and

the prevention of threats

the prevention of threats

to public security, under

to public security, under

the control and
responsibility of law

the control and
responsibility of law

criminal offences or the
execution of criminal
penalties, including the

safeguarding against and
the prevention of threats
to public security, under
the control and
responsibility of law

540a enforcement authorities, enforcement authorities, enforcement authorities,
the processing of personal | the processing of personal the processing of personal
data in Al regulatory data in Al regulatory data in Al regulatory
sandboxes shall be based sandboxes shall be based sandboxes shall be based
on_a specific Member on_a specific Member on_a specific Member
State or Union law and State or Union law and State or Union law and
subject to the same subject to the same subject to the same
cumulative conditions as cumulative conditions as cumulative conditions as
referred to in paragraph 1. | referred to in paragraph 1. referred to in paragraph 1.
Text Origin: Council
Mandate
Article 54(2)
2. Paragraph 1 is without 2. Paragraph 1 is without 2. Paragraph 1 is without 2. Paragraph 1 is without
prejudice to Union or prejudice to Union or prejudice to Union or prejudice to Union or
541 | Member States legislation | Member States legislation | Member States legisiation | Member States legislation

excluding processing for excluding processing for exeludinelaws laying down | excluding processing for

other purposes than those other purposes than those the basis for the other purposes than those

explicitly mentioned in that | explicitly mentioned in that | processing of personal explicitly mentioned in that
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Commission Proposal EP Mandate Council Mandate Draft Agreement
legislation. legislation. data which is necessary legislation, as well as to
for the purpose of Union or Member States
developing, testing and laws laying down the basis
training of innovative AI for the processing of
systems or any other legal | personal data which is
basis, in compliance with necessary for the purpose
Union law on the of developing, testing and
protection of personal training of innovative AI
datafor-other-pirposes systems or any other legal
et e lia i basis, in compliance with
mentioned-in-that Union law on the
Leabilention, protection of personal
data.
Text Origin: Council
Mandate
Article 54a new
54a Promotion of AL
research and development
in support of socially and
environmentally beneficial
outcomes
1. Member States shall
541a promote research and
development of AI
solutions which support
socially and
environmentally beneficial
outcomes, including but
not limited to development
of Al-based solutions to
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Commission Proposal

EP Mandate

increase accessibility for
persons with disabilities,

tackle socio-economic
inequalities, and meet
sustainability and
environmental targets, by:
(a) providing relevant
projects with priority

access to the Al regulatory
sandboxes to the extent
that they fulfil the
eligibility conditions;

(b) earmarking public
funding, including from

relevant EU funds, for AI
research and development
in support of socially and
environmentally beneficial
outcomes;

(c) organising specific
awareness raising
activities about the
application of this
Regulation, the
availability of and
application procedures for
dedicated funding,
tailored to the needs of
those projects;

(d) where appropriate,
establishing accessible
dedicated channels,
including within the

Council Mandate

Draft Agreement

Presidency3
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

sandboxes, for

communication with
projects to provide
guidance and respond to
queries about the
implementation of this
Regulation.

Member States shall
support civil society and
social stakeholders to lead
or participate in such

projects.

Pres1dency3

Article 54(2a)
Article 54a
Testing of high-risk AI
541b systems in real world real world conditions
conditions outside AI outside Al regulatory
regulatory sandboxes sandboxes
Article 54(2b), first subparagraph

1. Testing of Al systems
in real world conditions
outside Al regulatory

1. Testing of Al systems
in real world conditions
outside Al regulatory

Article 54a Testing of
high-risk Al systems in

541c sandboxes may be sandboxes may be
conducted by providers or conducted by providers or
prospective providers of prospective providers of
high-risk Al systems listed high-risk Al systems listed
in Annex I11, in in Annex I11, in
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

accordance with the
provisions of this Article
and the real-world testing
plan referred to in this
Article.

Pres1dency3

accordance with the
provisions of this Article
and the real-world testing
plan referred to in this
Article.

Article 5

4(2b), second subparagraph

The detailed elements of
the real-world testing plan
shall be specified in
implementing acts adopted

The detailed elements of
the real-world testing plan
shall be specified in
implementing acts adopted
by the Commission in

541d by the Commission in
accordance with the accordance with the
examination procedure examination procedure
referred to in Article referred to in Article
74(2). 742).
Article 54(2c)
This provision shall be 2¢. This provision shall
without prejudice to be without prejudice to
Union or Member State Union or Member State
legislation for the testing legislation for the testing
541e in real world conditions of in real world conditions of
high-risk Al systems high-risk Al systems
related to products related to products
covered by legislation covered by legislation
listed in Annex I1. listed in Annex I1.
| Article 54(2d)
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Commission Proposal EP Mandate Council Mandate Draft Agreement Pres1dency3

2. Providers or 2. Providers or
prospective providers may prospective providers may
conduct testing of high- conduct testing of high-
risk Al systems referred to risk Al systems referred to
in Annex III in real world in Annex III in real world

SALF conditions at any time conditions at any time
before the placing on the before the placing on the
market or putting into market or putting into
service of the Al system on service of the Al system on
their own or in their own or in
partnership with one or partnership with one or
more prospective users. more prospective users.

Article 54(2e)

3. The testing of high-risk 3. The testing of high-risk
Al systems in real world Al systems in real world
conditions under this conditions under this

541g Article shall be without Article shall be without
prejudice to ethical review prejudice to ethical review
that may be required by that may be required by
national or Union law. national or Union law.

Article 54(2f)

4. Providers or 4. Providers or

541h prospective providers may prospective providers may
conduct the testing in real conduct the testing in real
world conditions only world conditions only
where all of the following where all of the following
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Commission Proposal EP Mandate Council Mandate Draft Agreement Pres1dency3
conditions are met: conditions are met: I
Article 54(2f), point (a)
(a) the provider or (a) the provider or
prospective provider has prospective provider has
drawn up a real-world drawn up a real-world
testing plan and submitted testing plan and submitted
. it to the market it to the market
5411 . .. T ——
surveillance authority in surveillance authority in
the Member State(s) the Member State(s)
where the testing in real where the testing in real
world conditions is to be world conditions is to be
conducted; conducted;
Article 54(2f), point (b)
(b) the market (b) the market
surveillance authority in surveillance authority in
the Member State(s) the Member State(s)
where the testing in real where the testing in real
world conditions is to be world conditions is to be
conducted have not conducted has approved
541j objected to the testing the testing in real world
within 30 days after its conditions and the real-
submission; world testing plan. Where
the market surveillance
authority in that Member
State has not provided
with an answer in 30 days,
the testing in real world
15688/23 RB/ek 440
ANNEX | TREE.2.B LIMITE EN



Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Presidency3

conditions and the real-
world testing plan shall be
understood as approved;

Article 54(2f), point (c)

(c) the provider or
prospective provider with

the exception of high-risk
Al systems referred to in
Annex I, points 1, 6 and
7 in the areas of law
enforcement, migration,
asylum _and border control
management, and high
risk Al systems referred to
in Annex I1I point 2, has
registered the testing in

(c) the provider or
prospective provider with

the exception of high-risk
Al systems referred to in
Annex III, points 1, 6 and
7 in the areas of law
enforcement, migration,
asylum and border control
management, and high
risk Al systems referred to
in Annex III point 2, has
registered the testing in

541k real world conditions in real world conditions in
the EU database referred the EU database referred
to in Article 60(5a) with a to in Article 60(5a) with a
Union-wide unique single Union-wide unique single
identification number and identification number and
the information specified the information specified
in Annex VIIla; in Annex VIIla. In the
cases of high-risk AI
systems referred to in
Annex III, points 1, 6 and
7 in the areas of law
enforcement, migration,
asylum and border control
management, the
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Presidency3

registration will take place
in_a non-publicly available
area of the EU database,

as referred to in Article 60

(xx);

Article 54(2f), point (d)

(d) the provider or
prospective provider
conducting the testing in
real world conditions is
established in the Union

(d) the provider or
prospective provider

conducting the testing in
real world conditions is
established in the Union

5411 or it has appointed a legal or it has appointed a legal
representative for the representative who is
purpose of the testing in established in the Union;
real world conditions who
is established in the
Union;

Article 54(2f), point (e)
(e) data collected and (e) data collected and
processed for the purpose processed for the purpose
of the testing in real world of the testing in real world
541 conditions shall not be conditions shall not be
m B 5

transferred to countries transferred to third
outside the Union, unless countries outside the
the transfer and the Union, unless the transfer
processing provides and the processing
equivalent safeguards to provides equivalent
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Commission Proposal

EP Mandate

Council Mandate

those provided under
Union law;

Draft Agreement

Pres1dency3

safeguards to those
provided under Union
law;

Article 54(2f), point (f)

541n

(f) the testing in real
world conditions does not
last longer than necessary
to achieve its objectives
and in any case not longer
than 12 months;

(f) the testing in real
world conditions does not
last longer than necessary
to achieve its objectives
and in any case not longer
than 6 months, which may
be extended for an
additional amount of 6
months, subject to prior
notification by the
provider to the market

surveillance authority,
accompanied by an
explanation on the need
for such time extension;

Article 54(2f), point (g)

5410

(g) persons belonging to
vulnerable groups due to
their age, physical or
mental disability are
appropriately protected;

(g) persons belonging to
vulnerable groups due to
their age, physical or
mental disability are
appropriately protected;

| Article 54(2f), point (h)
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EP Mandate

Council Mandate

Commission Proposal

(h) where a provider or
prospective provider

organises the testing in
real world conditions in
cooperation with one or
more prospective users,
the latter have been
informed of all aspects of
the testing that are
relevant to their decision
to participate, and given
the relevant instructions
on_how to use the AI

Draft Agreement

Presidency3

(h) where a provider or
prospective provider
organises the testing in
real world conditions in
cooperation with one or
more prospective users,
the latter have been
informed of all aspects of
the testing that are
relevant to their decision
to participate, and given
the relevant instructions
on_how to use the AI

541p system referred to in system referred to in
Article 13; the provider or Article 13; the provider or
prospective provider and prospective provider and
the user(s) shall conclude the user(s) shall conclude
an_agreement specifying an_agreement specifying
their roles and their roles and
responsibilities with a view responsibilities with a view
to ensuring compliance to ensuring compliance
with the provisions for with the provisions for
testing in real world testing in real world
conditions under this conditions under this
Regulation and other Regulation and other
applicable Union and applicable Union and
Member States legislation; Member States legislation;
Article 54(2f), point (i)
541q . . , .
(i) the subjects of the (i) the subjects of the
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EP Mandate

Council Mandate

Commission Proposal

testing in real world
conditions have given
informed consent in
accordance with Article
54b, 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
a negative effect on the

subject;

Draft Agreement

Presidency3

testing in real world
conditions have given
informed consent in
accordance with Article
54b, 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
subject and his or her

related data shall be
deleted after the test is
performed.
Article 54(2f), point (j)
(i) the testing in real (i) the testing in real
world conditions is world conditions is
effectively overseen by the effectively overseen by the
provider or prospective provider or prospective
541 provider and user(s) with provider and user(s) with
r . .
persons who are suitably persons who are suitably
qualified in the relevant qualified in the relevant
field and have the field and have the
necessary capacity, necessary capacity,
training and authority to training and authority to
perform their tasks; perform their tasks;
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Commission Proposal EP Mandate Council Mandate Draft Agreement
Article 54(2f), point (k)

(k) the predictions, (k) the predictions,
recommendations or recommendations or

541s decisions of the Al system decisions of the Al system
can be effectively reversed can be effectively reversed
or disregarded. and disregarded,

Article 54(2g)

5. Any subject of the 5. Any subject of the
testing in real world testing in real world
conditions, or his or her conditions, or his or her
legally designated legally designated
representative, as representative, as
appropriate, may, without appropriate, may, without
any resulting detriment any resulting detriment
and without having to and without having to
provide any justification, provide any justification,

541t withdraw from the testing withdraw from the testing
at any time by revoking at any time by revoking
his or her informed his or her informed
consent. The withdrawal consent and request the
of the informed consent immediate and permanent
shall not affect the deletion of their personal
activities already carried data. The withdrawal of
out and the use of data the informed consent shall
obtained based on the not affect the activities
informed consent before already carried out.
its withdrawal.
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EP Mandate

Council Mandate

Commission Proposal

Draft Agreement

Presidency3

5a. Member States shall
confer their market
surveillance authorities
the powers of requiring
providers and prospective

providers information, of

carrying out
unannounced remote or

on-site inspections and on
performing checks on_the

development of the testing
in real world conditions
and the related products.
Market surveillance
authorities shall use these
powers to ensure a safe
development of these tests.

Article 54(2h) |
6. Any serious incident 6. Any serious incident
identified in the course of identified in the course of
the testing in real world the testing in real world
conditions shall be conditions shall be

541 reported to the national reported to the national
u : 5

market surveillance market surveillance
authority in accordance authority in accordance
with Article 62 of this with Article 62 of this
Regulation. The provider Regulation. The provider
or prospective provider or prospective provider
shall adopt immediate shall adopt immediate
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EP Mandate

Council Mandate

Commission Proposal

mitigation measures or,
failing that, suspend the

testing in real world
conditions until such
mitigation takes place or
otherwise terminate it.

The provider or
prospective provider shall

establish a procedure for
the prompt recall of the AI
system upon such
termination of the testing
in real world conditions.

Draft Agreement

Presidency3

mitigation measures or,
failing that, suspend the

testing in real world
conditions until such
mitigation takes place or
otherwise terminate it.

The provider or
prospective provider shall

establish a procedure for
the prompt recall of the AI
system upon such
termination of the testing
in real world conditions.

Article 54(2i)
7. Providers or 7. Providers or
prospective providers shall prospective providers shall
notify the national market notify the national market
surveillance authority in surveillance authority in
the Member State(s) the Member State(s)

S41v where the testing in real where the testing in real
world conditions is to be world conditions is to be
conducted of the conducted of the
suspension or termination suspension or termination
of the testing in real world of the testing in real world
conditions and the final conditions and the final
outcomes. outcomes.

| Article 54(2j)
l 541w
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EP Mandate

Council Mandate

Commission Proposal

8. The provider and
prospective provider shall

be liable under applicable
Union and Member States
liability legislation for any
damage caused in the

course of their

participation in the testing

in real world conditions.

Draft Agreement

Pres1dency3

8. The provider and
prospective provider shall

be liable under applicable
Union and Member States
liability legislation for any
damage caused in the

course of their

participation in the testing

in real world conditions.

Article 54b
Article 54b Article 54b
Informed consent to Informed consent to
S41x participate in testing in participate in testing in
real world conditions real world conditions
outside Al regulatory outside Al regulatory
sandboxes sandboxes
Article 54b(1), first subparagraph

1. For the purpose of
testing in real world
conditions under Article
54a, informed consent

1. For the purpose of
testing in real world
conditions under Article
54a, informed consent

541y shall be freely given by the shall be freely given by the
subject of testing prior to subject of testing prior to
his or her participation in his or her participation in
such testing and after such testing and after
having been duly having been duly
informed with concise, informed with concise,
15688/23 RB/ek 449
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EP Mandate

Council Mandate

Commission Proposal

clear, relevant, and
understandable
information regarding:

Draft Agreement

Presidency3

clear, relevant, and
understandable
information regarding:

Article 5

4b(1), second subparagraph

(i) _the nature and
objectives of the testing in
real world conditions and
the possible inconvenience
that may be linked to his
or her participation;

(ii) _the conditions under
which the testing in real
world conditions is to be
conducted, including the
expected duration of the
subject's participation;

(i) _the nature and
objectives of the testing in
real world conditions and
the possible inconvenience
that may be linked to his
or her participation;

(ii) _the conditions under
which the testing in real
world conditions is to be
conducted, including the
expected duration of the
subject's participation;

541z (iii) the subject's rights (iii) the subject's rights

and guarantees regarding and guarantees regarding
participation, in particular participation, in particular
his or her right to refuse his or her right to refuse
to participate in and the to participate in and the
right to withdraw from right to withdraw from
testing in real world testing in real world
conditions at any time conditions at any time
without any resulting without any resulting
detriment and without detriment and without
having to provide any having to provide any
justification; justification, as well as his
(iv) _the modalities for or her right to ask for the
requesting the reversal or permament deletion of his
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

the disregard of the
predictions,
recommendations or
decisions of the Al system;
(v) __ the Union-wide
unique single
identification number of
the testing in real world
conditions in accordance
with Article 54a(4c) and
the contact details of the
provider or its legal
representative from whom
further information can

be obtained.

Presidency3

or her personal data used
during the test;

(iv) _the modalities for
requesting the reversal
and the disregard of the
predictions,
recommendations or
decisions of the Al system;
(v) __the Union-wide
unique single
identification number of
the testing in real world
conditions in accordance
with Article 54a(4c) and
the contact details of the
provider or its legal
representative from whom
further information can
be obtained.

Article 54b(2)
2. The informed consent 2. The informed consent
shall be dated and shall be dated and
541aa documented and a copy documented and a copy
shall be given to the shall be given to the
subject or his or her legal subject or his or her legal
representative. representative.
| Article 55 |
l 542
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Commission Proposal

Article 55
Measures for small-scale
providers and users

EP Mandate

Council Mandate

Article 55 Article 55
_Measures for smatl-seate Support measures for
providersSMES, start-ups operators, in particilar

and users SMEsS, including start-ups

Draft Agreement

Article 55
Measures for smeati-seale
providers and #sers
deployers, in particular

et e e e
el

SMEs, including start-ups

Pres1dency3

Article 55(1)

1. Member States shall
undertake the following

1. Member States shall
undertake the following
actions:

1. Member States shall
undertake the following
actions:

1. Member States shall
undertake the following
actions:

543 | actions:
Text Origin: Council
Mandate
Article 55(1), point (a)
(a) provide small-scale (a) provide small-scale (a) provide small-scale (a) provide small-scale
providers and start-ups providersSMEs and start- | providers-andSMEs, providers-andSMEs,
with priority access to the | ups, established in the including start-ups, with including start-ups, having
Al regulatory sandboxes to | Union, with priority access | priority access to the Al a registered_office or a
the extent that they fulfil to the Al regulatory regulatory sandboxes to the | branch in the Union, with
the eligibility conditions; sandboxes, to the extent extent that they fulfil the priority access to the Al
544 that they fulfil the eligibility eonditionsand regulatory sandboxes, to
eligibility conditions; selection criteria; the extent that they fulfil
the eligibility conditions
and selection criteria.
The priority access shall
not preclude other SMEs
including start-ups other
than those referred to in
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

the first subparagraph to
access to the Al regulatory
sandbox, provided that
they fulfil the eligibility
conditions and selection
criteria;

Pres1dency3

Article 5

5(1), point (b)

(b) organise specific
awareness raising activities
about the application of
this Regulation tailored to

(b) organise specific

awareness raising and
enhanced digital skills
development activities

(b) organise specific
awareness raising and
training activities about
the application of this

(b) organise specific
awareness raising and
training activities ebeouton
the application of this

545 the needs of the small- abouton the application of | Regulation tailored to the Regulation tailored to the
scale providers and users; | this Regulation tailored to | needs of the smatlseate needs of thesmat—scale
the needs of the-small- providers-and-usersSMES, | providers-emdusersSMEs
seateprovidersSMES, including start-ups, and, including start-ups, users
start-ups and users; as appropriate, local and, as appropriate, local
public authorities; public authorities;
Article 55(1), point (c)
(c) where appropriate, (c) uwtilise existing (c) where appropriate, (c) utilise existing
establish a dedicated dedicated channels and establish a dedicated dedicated channels and
channel for communication | where appropriate, channel for communication | where appropriate,
546 with small-scale providers | establish anew dedicated with small-seate-providers | establish a-dedicated
and user and other ehannelchannels for erreliser—cmeloher ehannelnew ones for
innovators to provide communication with smat- | innevatorsSMESs, communication with s#at-
guidance and respond to e including start-ups and, as | scale-providers-andwser
queries about the userSMESs, start-ups, users | appropriate, local public and-other-innovaiorySMES
implementation of this and other innovators to authorities to provide including start-ups, users,
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Pres1dency3

Regulation. provide guidance and suidanceadyice and other innovators and, as
respond to queries about respond to queries about appropriate, local public
the implementation of this | the implementation of this | authorities to provide
Regulation:; Regulation, including as siutdaneeadyice and

regards participation in AI | respond to queries about
regulatory sandboxes. the implementation of this
Regulation, including as
regards participation in AI
regulatory sandboxes.;
Article 55(1), point (ca)

(ca) foster the
participation of SMEs and

other relevant

(ca) facilitate the
participation of SMEs and
other relevant

>46a stakeholders in the stakeholders in the
standardisation standardisation
development process. development process.
Article 55(2)
2. The specific interests 2. The specific interests 2. The specific interests 2. The specific interests
and needs of the small- and needs of the small- and needs of the smatl- and needs of the smatl-
scale providers shall be seate-providersSMES, seateSME providers, seateSME providers,
taken into account when start-ups and users shall including start-ups, shall including start-ups, shall
547 | setting the fees for be taken into account when | be taken into account when | be taken into account when
conformity assessment setting the fees for setting the fees for setting the fees for
under Article 43, reducing | conformity assessment conformity assessment conformity assessment
those fees proportionately | under Article 43, reducing | under Article 43, reducing | under Article 43, reducing
to their size and market those fees proportionately | those fees proportionately | those fees proportionately
size. to development stage, their | to their size, market size to their size, market size
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Commission Proposal

EP Mandate

size, market size and
market sizedemand. The

Council Mandate

and other relevant
indicators-and-mearket-size.

Commission shall
regularly assess the
certification and
compliance costs for
SMEs and start-ups,
including through
transparent consultations
with SMEs, start-ups and
users and shall work with
Member States to lower
such costs where possible.
The Commission shall
report on these findings to
the European Parliament
and to the Council as part
of the report on the
evaluation and review of
this Regulation provided

Draft Agreement

and other relevant

indicators-and-market-size.

Presidency3

for in Article 84(2).
Article 55(2a)
2a. The Commission shall | 2a. The Commission shall
547a undertake the following undertake the following
actions: actions:
| Article 55(2a), point (a)
547b
(a) upon request of the AL | (a) upon request of the
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Commission Proposal

EP Mandate

Council Mandate

Board, provide
standardised templates for

Draft Agreement

[AI Board], provide
standardised templates for

the areas covered by this

the areas covered by this

Regulation;

Regulation;

Presidency3

Article 55(2a), point (b)

547¢

(b) develop and maintain
a single information

platform providing easy to

(b) develop and maintain
a single information

platform providing easy to

use information in
relation to this Regulation

use information in
relation to this Regulation

for all operators across

the Union;

for all operators across

the Union;

Article 55(2a), point (c)

547d

(c) organise appropriate
communication
campaigns to raise
awareness about the
obligations arising from
this Regulation;

(c) organise appropriate
communication
campaigns to raise
awareness about the
obligations arising from
this Regulation;

Article 55(2a), point (d)

(d) evaluate and promote

(d) evaluate and promote

547e the convergence of best the convergence of best
practices in public practices in public
procurement procedures procurement procedures
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Commission Proposal

EP Mandate

Council Mandate

in relation to Al systems.

Draft Agreement

in relation to Al systems.

Pres1dency3

Article 55a |
Article 55a
547f Derogations for specific
operators
Article 55a(1)

1. The obligations laid 2b. Microenterprises as

down in Article 17 of this | defined in Article 2(3) of

Regulation shall not apply | the Annex to the

to microenterprises as Commission

defined in Article 2(3) of | Recommendation

the Annex to the 2003/361/EC concerning

Commission the definition of micro,

Recommendation small and medium-sized

2003/361/EC concerning enterprises, provided those

547g the definition of micro, enterprises do not have

small and medium-sized partner enterprises or

enterprises, provided those | linked enterprises as

enterprises do not have defined in Article 3 of the

partner enterprises or same Annex may fulfil

linked enterprises as certain elements of the

defined in Article 3 of the | quality management

same Annex. system required
by Article 17 of this
Regulation in a simplified
manner. For this
purpose, the Commission
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

shall develop guidelines
on the elements of the
quality management
system which may be
fulfilled in a simplified

manner considering the
needs of

micro enterprises without
affecting the level of
protection and the need
for compliance with the

requirements for high-risk
Al systems.

Pres1dency3

Article 55a(2)
2. Paragraph I shall not | 2¢c. 2. Paragraph 1 shall
be interpreted as not be interpreted as
exempting those operators | exempting those operators
from fulfilling any other from fulfilling any other
547h requirements and requirements and
obligations laid down in obligations laid down in
this Regulation, including | this Regulation, including
those established in those established in
Articles 9, 61 and 62. Articles 9, 10, 11, 12, 13,
14, 15, 61 and 62.
Article 55(2a)
5471 3. Requirements and 3. [Requirements and
obligations for general obligations for general
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Commission Proposal

EP Mandate Council Mandate

purpose Al systems laid
down in Article 4b shall
not apply to micro, small
and medium-sized
enterprises, provided those
enterprises do not have
partner enterprises or
linked enterprises as
defined in Article 3 of the
the Annex to the
Commission
Recommendation
2003/361/EC concerning
the definition of micro,
small and medium-sized

enterprises.

Draft Agreement

Presidency3

purpose Al systems laid
down in Article 4b shall
not apply to micro, small
and medium-sized
enterprises, provided those
enterprises do not have
partner enterprises or
linked enterprises as
defined in Article 3 of the
the Annex to the
Commission
Recommendation
2003/361/EC concerning
the definition of micro,
small and medium-sized

enterprises.|

0 on Proposa P d 0 d Draft Ag P de
Article 61(2)

2. The post-market 2. The post-market 2. In order to allow the | 2. The post-market 2. The post-market

monitoring system shall | monitoring system shall | provider to evaluate the | monitoring system shall monitoring system shall

actively and actively and compliance of Al actively and actively and

590 systematically collect, systematically collect, systems with the systematically collect, systematically collect,

document and analyse document and analyse requirements set out in document and analyse document and analyse

relevant data provided by | relevant data provided by | Title IIl, Chapter 2 relevant data which may relevant data which may

users or collected through | #sersdeployers or throughout their life be provided by #sers-or be provided by #sers-or

other sources on the collected through other cycle, the post-market deployers or which may deployers or which may

performance of high-risk | sources on the monitoring system shall | be collected through be collected through
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Commission Proposal

Al systems throughout
their lifetime, and allow
the provider to evaluate
the continuous
compliance of Al
systems with the
requirements set out in
Title III, Chapter 2.

EP Mandate

performance of high-risk
Al systems throughout
their lifetime, and allow
the provider to evaluate
the continuous
compliance of Al
systems with the
requirements set out in
Title I1I, Chapter 2.
Where relevant, post-

Council Mandate
sl o
systematicatty-collect,
document and analyse
relevant data, which may
be provided by users or
which may be collected
through other sources on
the performance of high-
risk Al systems. This

obligation shall not

Draft Agreement

other sources on the
performance of high-risk
Al systems throughout
their lifetime, and allow
the provider to evaluate
the continuous
compliance of Al
systems with the
requirements set out in
Title III, Chapter 2.

Presidency3

other sources on the
performance of high-risk
Al systems throughout
their lifetime, and allow
the provider to evaluate
the continuous
compliance of Al
systems with the
requirements set out in
Title III, Chapter 2.

market monitoring shall | cover sensitive Where relevant, post- Where relevant, post-
include an analysis of operational data of users | market monitoring shall market monitoring shall
the interaction with throughout-their-lifetime: | include an analysis of include an analysis of
other Al systems and-cttow-the providerto | the interaction with the interaction with
environment, including | evaluatethe-continmous other Al systems. other Al systems.

other devices and eomplianee of Al [This obligation shall This obligation shall not
software taking into systems with-the not cover sensitive cover sensitive

account the rules PR e operational data of users operational data of users
applicable from areas Fitte HH—Chapter2which | which are law which are law

such as data protection, are law enforcement enforcement enforcement authorities.
intellectual property authorities. authorities.]|

rights and competition
law.

Article 63(5)

608

5. For Al systems listed
in point 1(a) in so far as
the systems are used for
law enforcement

5. For Al systems Zisted
the-systemsthat are used

for law enforcement

5. For high-risk Al
systems listed in point
1(a) in so far as the
systems are used for law

5. For high-risk Al
systems listed in point
1(a) in so far as the
systems are used for law

5. For high-risk Al
systems listed in point
1(a) in so far as the
systems are used for law

purposes, points 6 and 7 | purposes, peints-6-ar#d—7 | enforcement purposes, enforcement purposes, enforcement purposes,

of Annex III, Member of AnnextH-Member points 6, 7 and 8-arnd-7 of | points 6, 7 and 8-e#e-7 of points 6, 7 and 8-and-7 of
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Commission Proposal

States shall designate as
market surveillance
authorities for the
purposes of this
Regulation either the
competent data
protection supervisory
authorities under
Directive (EU) 2016/680,
or Regulation 2016/679
or the national competent
authorities supervising
the activities of the law
enforcement,
immigration or asylum
authorities putting into
service or using those
systems.

EP Mandate

States shall designate as
market surveillance
authorities for the
purposes of this
Regulation-either the
competent data
protection supervisory
authorities under
Directive (EU) 2016/680;

e

Council Mandate

Annex III, Member
States shall designate as
market surveillance
authorities for the
purposes of this
Regulation either the
national authorities
supervising the activities

Draft Agreement

Annex III, Member
States shall designate as
market surveillance
authorities for the
purposes of this
Regulation either the
(national authorities
supervising the activities

Presidency3

Annex III, Member
States shall designate as
market surveillance
authorities for the
purposes of this
Regulation either the
national authorities
supervising the activities

of the law enforcement,

of the law enforcement,

of the law enforcement,

border control,
immigration, asylum or

border control,
immigration, asylum or

border control,
immigration, asylum or

judicial authorities, or

judicial authorities), or

the competent data
protection supervisory
authorities under
Directive (EU) 2016/680,
or Regulation 2016/679,
Market surveillance
activities shall in no way

the competent data
protection supervisory
authorities under
Directive (EU) 2016/680,
or Regulation 2016/679,
Market surveillance
activities shall in no way

judicial authorities, or
the competent data
protection supervisory
authorities under
Directive (EU) 2016/680,
or Regulation 2016/679,
Market surveillance
activities shall in no way

affect the independence

affect the independence

affect the independence

of judicial authorities or

of judicial authorities or

of judicial authorities or

otherwise interfere with

otherwise interfere with

otherwise interfere with

their activities when

their activities when

acting in their judicial

acting in their judicial

capacity-e+-thewnational

capacity-e+-thenationel

their activities when
acting in their judicial
capacity-e+-the-nationel

R e e R e
et Aol e b e e Bt
71 71 E71 o
. e gl . L gl ) P gl
Text Origin: Council
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Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

Mandate

Presidency3

Article 70(2), first subparagraph

663

2. Without prejudice to
paragraph 1, information
exchanged on a
confidential basis
between the national
competent authorities and
between national
competent authorities and
the Commission shall not
be disclosed without the
prior consultation of the
originating national
competent authority and
the user when high-risk
Al systems referred to in
points 1, 6 and 7 of
Annex III are used by
law enforcement,
immigration or asylum
authorities, when such
disclosure would
jeopardise public and
national security
interests.

2. Without prejudice to
parasraphiparagraphs
1 and 1a, information
exchanged on a
confidential basis
between the national
competent authorities and
between national
competent authorities and
the Commission shall not
be disclosed without the
prior consultation of the
originating national
competent authority and
the userdeployer when
high-risk Al systems
referred to in points 1, 6
and 7 of Annex III are
used by law enforcement,
immigration or asylum
authorities, when such
disclosure would
jeopardise public axdor
national security

2. Without prejudice to
paragraph 1, information
exchanged on a
confidential basis
between the national
competent authorities and
between national
competent authorities and
the Commission shall not
be disclosed without the
prior consultation of the
originating national
competent authority and
the user when high-risk
Al systems referred to in
points 1, 6 and 7 of
Annex III are used by
law enforcement, border
control, immigration or
asylum authorities, when
such disclosure would
jeopardise public and
national security
interests._This obligation
to exchange information
shall not cover sensitive
operational data in
relation to the activities

2. Without prejudice to
paragraph 1 Jand la],
information exchanged
on a confidential basis
between the national
competent authorities and
between national
competent authorities and
the Commission shall not
be disclosed without the
prior consultation of the
originating national
competent authority and
the userdeployer when
high-risk Al systems
referred to in points 1, 6
and 7 of Annex III are
used by law enforcement,
border control,
immigration or asylum
authorities, when such
disclosure would
jeopardise public and
national security
interests. [ This
obligation to exchange
information shall not
cover sensitive

2. Without prejudice to
paragraph 1 fand 1a],
information exchanged
on a confidential basis
between the national
competent authorities and
between national
competent authorities and
the Commission shall not
be disclosed without the
prior consultation of the
originating national
competent authority and
the userdeployer when
high-risk Al systems
referred to in points 1, 6
and 7 of Annex III are
used by law enforcement,
border control,
immigration or asylum
authorities, when such
disclosure would
jeopardise public and
national security
interests._This obligation
to exchange information
shall not cover sensitive
operational data in
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Commission Proposal

EP Mandate

Council Mandate

of law enforcement,
border contro!,
immigration or asylum

Draft Agreement

operational data in
relation to the activities
of law enforcement,

authorities.

border control,
immigration or asylum

authorities.]

Text Origin:
Auxiliary 1

Presidency3

relation to the activities
of law enforcement,
border control,
immigration or asylum
authorities.

Article 83(1), first subparagraph

756

1. This Regulation shall
not apply to the Al
systems which are
components of the large-
scale IT systems
established by the legal
acts listed in Annex IX
that have been placed on
the market or put into
service before [12
months after the date of
application of this
Regulation referred to in
Article 85(2)], unless the
replacement or
amendment of those legal
acts leads to a significant
change in the design or
intended purpose of the
Al system or Al systems
concerned.

1. Bl llemlogion el
not-appt-toOperators of
the Al systems which are
components of the large-
scale IT systems
established by the legal
acts listed in Annex I1X
that have been placed on
the market or put into

1. This Regulation shall
not apply to the Al
systems which are
components of the large-
scale IT systems
established by the legal
acts listed in Annex IX
that have been placed on
the market or put into

service before{12 service before [12
months-after-prior o ... months after the date of
[the date of application of this
applicationentry into Regulation referred to in

[force of this Regulation/
shall take the necessary
steps to comply with the
requirements laid down
in this Regulation by ...
[four years after the date
of entry into force of this

Regulation]referredto

Article 85(2)[H2-wenths
ettt
lication-of-thi
DLt ; T
Articte- 852, unless the

replacement or
amendment of those legal
acts leads to a significant

I, Ehieleedapiondeadl
T e A\ |
systems which are
components of the large-
scale IT systems
established by the legal
acts listed in Annex IX
that have been placed on
the market or put into
service before £12
months after the date of
application of this
Regulation referred to in

Article 85(2)funless-the

econcerned shall be
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Commission Proposal EP Mandate Council Mandate Draft Agreement
frbmtiel e D e e change in the design or brought into compliance
e intended purpose of the with this Regulation by
amendment-of-thosetesat | Al system or Al systems end of 2030.
aetsleads-to-a-sienificant | concerned.
el it dlocion o
bHtended-prepose-ai-the
B R e
eoneerned,
Annex lll, first paragraph, point (aa)
(aa) Al systems (aa) Al systems
intended to be used to intended to be used for
make inferences about biometric categorisation,
personal characteristics according to sensitive or
of natural persons on protected attributes or
the basis of biometric or characteristics based on
biometrics-based data, the inference of those
including emotion attributes or
recognition systems, with characteristics;
810a the exception of those
mentioned in Article 5; ab) Al systems intended
Point 1 shall not to be used for emotion
include Al systems recognition;
intended to be used for
biometric verification
whose sole purpose is to
confirm that a specific
natural person is the
person he or she claims
to be.
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