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Act) and amending certain Union legislative acts

- Preparation for the trilogue

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.
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4.  Also on 14 June 2023, immediately after the vote in the EP, the co-legislators and the
European 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.  Since then ten technical meetings with the EP have taken place, in order to prepare the next
batch of provisions for confirmation or agreement at the political level during the third
political trilogue, which will take place on 2 and 3 October 2023 in Strasbourg.

7.  Between 12 and 20 September 2023, the Presidency consulted the Working Party on
Telecommunications and Information Society (hereinafter: WP TELECOM) on all
compromise proposals that are going to be discussed during the third political trilogue on 2
and 3 October 2023, and it has addressed most concerns expressed by the delegations in the
final wording of the compromise proposals, as presented in the Annex to this note.

II. CONFIRMATION OF ARTICLES PROVISIONALLY AGREED

8. During the technical meetings held since the second trilogue on 18 July 2023 until now, the
following articles have been discussed and prepared for confirmation at political level:

- Articles 8-12

- Article 51

- Articles 53-55 (with the exception of Articles 54a and 54b)
- Articles 60-68e (with the exception of Articles 63a 68b)

- Articles 70-85

- Annex VIII

9.  In Section I of the Annex to this note, delegations will find the amendments made to the text
by the EP and the Council with regard to the articles mentioned above in the fourth column
("Draft Agreement"). As compared to the Commission's proposal, changes are marked as bold
italics (additions) and strikethreugh (deletions).
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10.

I11.

11.

The rows marked as green have been provisionally agreed with the EP at the technical level.
The rows marked as yellow have also been provisionally agreed, subject to final checks by the

EP, and are likely to be turned green. Some elements in those rows have been placed in

[square brackets] and some rows are marked in 8. which means that they will be agreed at

a later stage. subject to solutions on higher-level political issues such as prohibitions,

governance, foundation models/general purpose Al systems or exceptions for law

enforcement authorities. During the meetings of WP TELECOM held between 12 and 20

September 2023 delegations made several comments concering these proposals, which have

been duly taken into account by the Presidency.

The Presidency considers the compromise proposals in green and yellow to fall within the

Council’s Genral Approach from 6 December 2022, as amended by the revised mandate

obtained from the Permanent Representatives Committee during its meeting on 14 July 2023,
but it intends to ask the Committee for confirmation during its meeting on 29 September

2023.

POLITICAL ISSUES FOR POTENTIAL AGREEMENT DURING THE THIRD
TRILOGUE

Apart from confirming the provisions listed in point II above, the co-legislators intend to
discuss the following three topics with a view to reaching a provisional agreement at political

level during the third trilogue:

- Classification of Al systems as high-risk (Recitals 32 and 32a, Articles 6 and 7,
Article 51, Article 65a (new), subparagraph 2 of Annex III (new) and Section D of
Annex VIII (new))

- List of high-risk AI use cases (Annex III)

- Subject matter and scope (Recitals 1 and 1a, Articles 1 and 2)

All three topics were thoroughly discussed in WP TELECOM on 20 September 2023. Based

on the outcome of this discussion, the Presidency would like to ask the Permanent

Representatives Committee for flexibilities concerning these three topics, so that it can
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12.

13.

approach the trilogue negotiations on 2 and 3 October 2023 with a revised mandate. The

proposals for the revised mandate on these three topics can be found in Section II of the

Annex to this note.

Concerning the classification of Al systems as high-risk (Recitals 32 and 32a, Articles 6

and 7, Article 51, Article 65a (new), subparagraph 2 of Annex Il (new) and Section D of

Annex VIII (new)), the compromise proposal, as set out in Section II, point A of the Annex

to this note, is based on elements taken from the approaches of both the Council and the EP.
It is based on the assumption that Al systems that fall under Annex IlI of the Al Act are by
default high-risk, unless they exceptionally do not pose a significant risk of harm to the
protected legal interests (rule-exception approach). A decision whether the Al system is high-
risk or not would be subject to a self-assessment of the provider, based on the three criteria for
self-assessment provided in Annex III. To ensure traceability and oversight, providers who
conclude that their Al system is not high-risk would have to keep documentation of self-
assessment and provide it upon request. They would also need to register the system in a
dedicated database, and in addition to this market surveillance authorities would have the
power to perform random checks and require the provider to undertake corrective actions to

bring the Al system into compliance in case it has been misclassified.
The remaining point of difference between the positions of the co-legislators is that the EP
would like to further modify the three criteria for self-assessment in Annex III in order to

allow the provider more flexibility to classify Al systems as high-risk or not.

Delegations are asked to indicate whether they would be open to accept the compromise

proposal for the classification of Al systems as high-risk as set out in Section 11, point A

of the Annex to this note and whether they would have flexibility with regard to the

modification of the criteria for self-assessment in order to allow the provider more

freedom to classify Al systems as high-risk or not.

Concerning the list of high-risk Al use cases (Annex III), the compromise proposal, as set

out in Section II, point B of the Annex to this note, combines the elements taken from the

versions of both co-legislators, with the exception of the rows in red, which will be agreed
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14.

at a later stage together with the respective topics to which they are linked (prohibitions, law

enforcement).

The only aspect where the current compromise proposals depart from the Council’s mandate
is the deletion of the exemptions for micro and small-sized enterprises with regard to use
cases of Al systems intended to be used to evaluate the creditworthiness of natural persons or
establish their credit score and of Al systems intended to be used for risk assessment and
pricing in relation to natural persons in the case of life and health insurance. The Presidency
considers that these exemptions could be removed in the spirit of compromise, also bearing in
mind that the impact of potentially harmful Al systems on fundamental rights in those two

cases would not depend on the size of the company.

Delegations are asked to indicate whether they would be open to accept the list of high-

risk Al use cases as presented in the compromise proposal in Section II. point B of the

Annex to this note (with the exception of rows marked in red). In particular, delegations

are asked to indicate whether they have flexibility with regard to the deletion of the

exemptions for micro and small-sized enterprises under use cases concerning the

evaluation of creditworthiness of natural persons or establishing their credit score, as

well as risk assessment and pricing in the case of life and health insurance.

Concerning subject matter and scope (Recitals 1 and 1a, Articles 1-2), the current

compromise proposal as set out in Section II, point C of the Annex to this note is an attempt

to reconcile the positions of both co-legislators. In order to reach agreement with the EP on
these two articles, especially with regard to the national security exemption in Article 2(3) in
the Council’s mandate, the Presidency would like to explore with the delegations whether the
Council could move towards the EP’s position, as set out in the compromise proposals in

Section I, point C of the Annex.

In particular, the delegations are asked to indicate whether they would be flexible to

include the new wording at the beginning of Article 1 with references to democracy and

rule of law, together with some changes in the respective recitals 1 and 1a, whether they

would be able to agree to a minor alienment of the wording on the national security

exemption in Article 2(3) with the corresponding wording in the already agreed the Data

Act. and whether they would be open to include an exemption from the scope for Al
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components provided under free and open-source licences, taking into account that this

exemption would not apply to high-risk Al systems.

IV. CONCLUSION

15. In light of the above, and with a view to obtaining a revised mandate for trilogue
negotiations on the Al Act on 2 and 3 October, the Permanent Representatives Committee

1s invited to:

- endorse the compromise proposals referred to in Part I of this note;

- indicate flexibility with regard to the topics and questions presented in Part 111 of
this note.
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ANNEX

Section I — Articles for confirmation during the third trilogue on the AI Act

Articles 8-12

Commission Proposal EP Mandate Council Mandate Draft Agreement
Article 8
Article 8 Article 8 Article 8 Article 8
o Compliance with the requirements | Compliance with the requirements | Compliance with the requirements | Compliance with the requirements
Text Origin: Commission
Proposal
| Article 8(1) |
1. High-risk Al systems shall 1. High-risk Al systems shall 1. High-risk Al systems shall 1. High-risk Al systems shall
comply with the requirements comply with the requirements comply with the requirements comply with the requirements
221 established in this Chapter. established in this Chapter. established in this Chapter, taking | established in this Chapter.
into account the generally o .
acknowledged state of the art. Text Origin: Auxiliary 1
Article 8(1a)
la. In complying with the la. In complying with the
requirements established in this requirements established in this
v| 22la Chapter, due account shall be Chapter, [due account shall be v
taken of guidelines developed as taken of guidelines] developed as
referred to in Article 82b, the referred to [in Article 82b], the
generally acknowledged state of generally acknowledged state of
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Commission Proposal

EP Mandate

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.

Ceouncil Mandate

Draft Agreement

the art, including as may be
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.

Text Origin: Auxiliary 1

Article 8

(2)

2. The intended purpose of the
high-risk Al system and the risk
management system referred to in
Article 9 shall be taken into

2. The intended purpose of the
high-risk Al system, the
reasonably foreseeable misuses
and the risk management system

2. The intended purpose of the
high-risk Al system and the risk
management system referred to in
Article 9 shall be taken into

2. The intended purpose of the
high-risk Al system and the risk
management system referred to in
Article 9 shall be taken into

222 account when ensuring compliance | referred to in Article 9 shall be account when ensuring compliance | account when ensuring compliance
with those requirements. taken into account when ensuring with those requirements. with those requirements.
compliance with those
requirements Text Origin: Auxiliary 1
Article 8(2a)
2a. As long as the requirements 2a. Ifthe requirements of Title
of Title III, Chapters 2 and 3 or III, Chapters 2 and 3 or Title
Title VIII, Chapters 1, 2 and 3 for VIII, Chapters 1, 2 and 3 for
2224 high-risk Al systems are high-risk Al systems are
addressed by Union addressed by Union
harmonisation law listed in Annex harmonisation law listed in Annex
11, Section A, the requirements or 11, Section A, the requirements or
obligations of those Chapters of obligations of those Chapters of
this Regulation shall be deemed to this Regulation shall be deemed to
13157/23 RB/ek
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

be fulfilled, as long as they
include the AI component.
Requirements of Chapters 2 and 3
of Title I1I or Title VIII, Chapters
1, 2 and 3 for high-risk Al systems
not addressed by Union
harmonisation law listed in Annex
II Section A, 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
11, Section A.

be fulfilled, as long as they
include the AI component.
Requirements of Chapters 2 and 3
of Title I1I or Title VIII, Chapters
1, 2 and 3 for high-risk Al systems
not addressed by Union
harmonisation law listed in Annex
II Section A, 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
11, Section A.

Text Origin: EP Mandate

Article 9
Article 9 Article 9 Article 9 Article 9
o Risk management system Risk management system Risk management system Risk management system
Text Origin: Commission
Proposal
Article 9(1)
1. A risk management system shall | 1. A risk management system shall | 1. A risk management system shall | 1. A risk management system shall
004 be established, implemented, be established, implemented, be established, implemented, be established, implemented,
documented and maintained in documented and maintained in documented and maintained in documented and maintained in
relation to high-risk Al systems. relation to high-risk Al systems, relation to high-risk Al systems. relation to high-risk Al systems.
throughout the entire lifecycle of The risk management system may
13157/23 RB/ek
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Commission Proposal

EP Mandate

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.

Ceouncil Mandate

Draft Agreement

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.

Text Origin: Auxiliary 1

Article 9

(2)

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
systematic updating. It shall

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

systematicreview and updating_of

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

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

225 | comprise the following steps: the risk management process, to systematic updating. It shall systematic_review and updating. It
ensure its continuing comprise the following steps: shall comprise the following steps:
effectiveness, and documentation . -
of any significant decisions and B N N e A
actions taken subject to this
Article. 1t shall comprise the
following steps:

Article 9(2), point (a) |

(a) identification and analysis of (a) identification, estimation and | (a) identification and analysis of (a) identification and analysis,

A 26 the known and foreseeable risks evaluation-and-analysis of the the known and foreseeable risks estimation and evaluation of the
associated with each high-risk Al known and the reasonably associated-with-eachmost likely to | known and the reasonably
system; foreseeable risks associatedwith occur to health, safety and foreseeable risks associatedwith

eachthat the high-risk Al system fundamental rights in view of the | eachthat the high-risk Al system
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Commission Proposal

EP Mandate

can _pose to the health or safety of

Ceouncil Mandate

intended purpose of the high-risk

natural persons, their
fundamental rights including

equal access and opportunities,
democracy and rule of law or the
environement when the high-risk
Al system_is used in accordance
with its intended purpose and
under conditions of reasonably
foreseeable misuse;

Al system;

Draft Agreement

can pose to the [health or safety of
natural persons, their
fundamental rights including

equal access and opportunities,
democracy and rule of law or the
environment| when the high-risk
Al system_is used in accordance
with its intended purpose and
under conditions of reasonably
foreseeable misuse;

Text Origin: Auxiliary 1

Article 9

(2), point (b)

(b) estimation and evaluation of

the risks that may emerge when the deleted deleted it e by e
high-risk Al system is used in HHoh-risk—A1svstenm-iv-usedin
227 accordance with its intended e e el el
purpose and under conditions of JE e e e
reasonably foreseeable misuse; peesraele e b le
misuse-deleted
Article 9(2), point (c) |
(c) evaluation of other possibly (c) evaluation of etherpossibly (c) evaluation of other possibly (c) evaluation of otherpossibly
arising risks based on the analysis arisineemerging significant risks arising risks based on the analysis arisinerisks[emerging] risks as
208 of data gathered from the post- as described in point (a) and of data gathered from the post- described in point (a) and ,
market monitoring system referred | identified based on the analysis of | market monitoring system referred | identified based on the analysis of
to in Article 61; data gathered from the post-market | to in Article 61; data gathered from the post-market
monitoring system referred to in monitoring system referred to in
Article 61; Article 61;
13157/23 RB/ek 11
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

Text Origin: Auxiliary 1

Article 9

(2), point (d)

(d) adoption of suitable risk
management measures in
accordance with the provisions of
the following paragraphs.

(d) adoption of
stitableappropriate and targeted
risk management measures
designed to address the risks
identified pursuant to points a and

(d) adoption of suitable risk
management measures in
accordance with the provisions of
the following paragraphs.

(d) adoption of
switableappropriate and targeted
risk management measures
designed to address the risks
identified pursuant to points a and

229
b of this paragraph in accordance b of this paragraph in accordance
with the provisions of the with the provisions of the
following paragraphs. following paragraphs.
Text Origin: Auxiliary 1
| Article 9(2), point (da) |
2a. The risks referred to in this 2a. The risks referred to in this
paragraph shall concern only paragraph shall concern only
those which may be reasonably those which may be reasonably
mitigated or eliminated through mitigated or eliminated through
7793 the development or design of the the development or design of the
high-risk Al system, or the high-risk Al system, or the
provision of adequate technical provision of adequate technical
information. information.
Text Origin: Auxiliary 1
| Article 9(3)
230 3. The risk management measures | 3. The risk management measures | 3. The risk management measures | 3. The risk management measures
13157/23 RB/ek 12
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

referred to in paragraph 2, point (d)
shall give due consideration to the
effects and possible interactions
resulting from the combined
application of the requirements set
out 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.

referred to in paragraph 2, point (d)
shall give due consideration to the
effects and possible interactions
resulting from the combined
application of the requirements set

out in this Chapter 2—Fhep-shatt
ittt e e e
acknowledged-state-of the-art;

ol A ; l
harmonised-standards-or-common
specifications, with a view to
mitigate risks effectively while
ensuring an appropriate and
proportionate implementation of

referred to in paragraph 2, point (d)
shall give due consideration to the
effects and possible
interactionsinteraction resulting
from the combined application of
the requirements set out in this
Chapter 2—They-shat!take-into
s e e e

fremmrep b e b e
specifications, with a view to

minimising risks more effectively

referred to in paragraph 2, point (d)
shall give due consideration to the
effects and possible
interactionsinteraction resulting
from the combined application of
the requirements set out in this
Chapter 2—They-shatltake-into
e
acknowledged-state-of the-art;
Db e b o
specifications, with a view to

minimising risks more effectively

while achieving an appropriate

the requirements.

balance in implementing the
measures to fulfil those

requirements.

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

requirements.

Text Origin: Auxiliary 1

| Article 9(4), first subparagraph |
4. The risk management measures | 4. The risk management measures | 4. The risk management measures | 4. The risk management measures
referred to in paragraph 2, point (d) | referred to in paragraph 2, point (d) | referred to in paragraph 2, point (d) | referred to in paragraph 2, point (d)
shall be such that any residual risk | shall be such that enyrelevant shall be such that any residual risk | shall be such that enyrelevant
associated with each hazard as well | residual risk associated with each associated with each hazard as well | residual risk associated with each
231 as the overall residual risk of the hazard as well as the overall as the overall residual risk of the hazard as well as the overall

high-risk Al systems is judged residual risk of the high-risk Al high-risk Al systems is judged residual risk of the high-risk Al
acceptable, provided that the high- | systems is reasonably judged to be | acceptableprovidedthatthe-hish- | systems is judged fo be reasonably
risk Al system is used in acceptable, provided that the high- | riskAfsysten-isused-in acceptable, provided that the high-
accordance with its intended risk Al system is used in crecordenteetith-te-tarended risk Al system is used in
purpose or under conditions of accordance with its intended B e T accordance with its intended
reasonably foreseeable misuse. purpose or under conditions of peesaenbh e e s e purpose or under conditions of
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

Those residual risks shall be
communicated to the user.

reasonably foreseeable misuse.
Those residual risks and the
reasoned judgements made shall
be communicated to the

userdeployer.

reasonably foreseeable misuse.
Those residual risks shall be
communicated to the #serdeployer.

Text Origin: Auxiliary 1

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

234 (b) where appropriate, (b) where appropriate, (b) where appropriate, (b) where appropriate,
implementation of adequate implementation of adequate implementation of adequate implementation of adequate
mitigation and control measures in | mitigation and control measures # | mitigation and control measures in | mitigation and control measures ##
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Commission Proposal

relation to risks that cannot be
eliminated,

EP Mandate

retation+toaddressing significant
risks that cannot be eliminated;

Ceouncil Mandate

relation to risks that cannot be
eliminated;

Draft Agreement

relationtoaddressing [significant]
risks that cannot be eliminated;

Text Origin: EP Mandate

Article 9

(4), second subparagraph, point (c)

(c) provision of adequate
information pursuant to Article 13,
in particular as regards the risks

(c) provision of adeguatethe

required information pursuant to

Article 13, inparticutar-asregards

(c) provision of adequate
information pursuant to Article 13,
in particular as regards the risks

(c) provision of adeguatethe

required information pursuant to

Article 13, inparticutar-asresards

referred to in paragraph 2, point (b) | therisksreferredto-inparasraph | referred to in paragraph 2, point (b) | therisksreferred-to-in-pearasraph
235 of this Article, and, where 2-pointth)-ofthisArticle—and, of this Article, and, where 2-point{h)-of thisArtiele—and,
appropriate, training to users. where appropriate, training to appropriate, training to users. where appropriate, training to
usersdeployers. usersdeployers.
Text Origin: EP Mandate
| Article 9(4), third subparagraph |
In eliminating or reducing risks In eliminating or reducing risks #With a view to eliminating or #With a view to eliminating or
related to the use of the high-risk related to the use of the high-risk reducing risks related to the use of | reducing risks related to the use of
Al system, due consideration shall | Al system, dxe the high-risk Al system, due the high-risk Al system, due
be given to the technical eonsiderationproviders shall be consideration shall be given to the | consideration shall be given to the
knowledge, experience, education, | giventotake into due technical knowledge, experience, technical knowledge, experience,
236 training to be expected by the user | comsideration the technical education, training to be expected | education, training to be expected
and the environment in which the knowledge, experience, education; | by the user and the environment in | by the wserdeployer and the
system is intended to be used. trainine—to-be-expected-by-theuser | which the system is intended to be | environmentpresumable context in
epel e selen g e e the used. which the system is intended to be
sepsten bbbl edbio-beqeed and used.
training the deployer may need,
presumable context of use.
13157/23 RB/ek 15
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

Article 9(5)
5. High-risk Al systems shall be 5. High-risk Al systems shall be 5. High-risk Al systems shall be 5. High-risk Al systems shall be
tested for the purposes of tested for the purposes of tested forthe purposesof tested for the purposes of
identifying the most appropriate identifying the most appropriate feleitffete e e e e identifying the most appropriate
risk management measures. and targeted risk management PR e e R R and targeted risk management
Testing shall ensure that high-risk | measures_ and weighing any such Festingshatlensurethat-hich—+isk | measures. Testing shall ensure that
Al systems perform consistently measures against the potential SRl et high-risk Al systems perform
237 | for their intended purpose and they | benefits and intended goals of the | fo¥in order to ensure that high- consistently for their intended
are in compliance with the system. Testing shall ensure that risk Al systems perform in a purpose and they are in compliance
requirements set out in this high-risk Al systems perform manner that is consistent with with the requirements set out in
Chapter. consistently for their intended their intended purpose and they are | this Chapter.
purpose and they are in compliance | in compliance with the -
with the requirements set out in requirements set out in this Text Origin: ER Mandate
this Chapter. Chapter.
| Article 9(6)
6. Testing procedures shall be 6. Testing procedures shall be 6. Testing procedures skeall-be 6. [Testing procedures shat-be
suitable to achieve the intended suitable to achieve the intended srptter o bl ey L] srptter o bl e L]
purpose of the Al system and do purpose of the Al system-and-do et e e e L B e e
not need to go beyond what is e L e bl e notneed-to-go-bevondwhatis
738 | necessary to achieve that purpose. | necessary-to-achievethatpurpose. | neeessary-to-achievethat e e e e e et
prrposemay include testing in real | purposemay include testing in real
world conditions in accordance world conditions in accordance
with Article 54a. with Article 54a.]
Text Origin: Council Mandate
| Article 9(7)
13157/23 RB/ek 16
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Commission Proposal EP Mandate Ceouncil Mandate Draft Agreement
7. The testing of the high-risk Al 7. The testing of the high-risk Al 7. The testing of the high-risk Al 7. The testing of the high-risk Al
systems shall be performed, as systems shall be performed, &s systems shall be performed, as systems shall be performed, as
appropriate, at any point in time R e S appropriate, at any point in time appropriate, at any point in time
throughout the development Hronghoni-the-devetopment throughout the development throughout the development
process, and, in any event, prior to | precess—and—in-ary-event-prior to | process, and, in any event, prior to | process, and, in any event, prior to
the placing on the market or the the placing on the market or the the placing on the market or the the placing on the market or the
putting into service. Testing shall putting into service. Testing shall putting into service. Testing shall putting into service. Testing shall
Y| 239 | be made against preliminarily be made against prefiminarityprior | be made against preliminarily be made against prefiminarityprior
defined metrics and probabilistic defined metrics, and probabilistic defined metrics and probabilistic defined metrics and probabilistic
thresholds that are appropriate to thresholds that are appropriate to thresholds that are appropriate to thresholds that are appropriate to
the intended purpose of the high- the intended purpose_or reasonably | the intended purpose of the high- the intended purpose_or
risk Al system. foreseeable misuse of the high-risk | risk Al system. [reasonably foreseeable misuse] of
Al system. the high-risk Al system.
Text Origin: Council Mandate
Article 9(8)
8. When implementing the risk 8. When implementing the risk 8. WhenimplementingThe risk 8. When implementing the risk
management system described in management system described in management system described in management system described in
paragraphs 1 to 7, specific paragraphs 1 to 7, specific paragraphs 1 to 7;-specifie paragraphs 1 to Z-specific-6,
consideration shall be given to eonsideration-shall be el reniop e b e siven shall providers shall give consideration
whether the high-risk Al system is | givenproviders shall give specific | give specific consideration to shedt-be-giventowhetferto
likely to be accessed by or have an | consideration to whether the high- | whether the high-risk Al system is | whether in view of its intended
v| 240 | impact on children. risk Al system is likely to e likely to be accessed by or have an | purpose the high-risk Al system is
I impact on ekitdrenpersons under likely to be-aecessed-by-or-have-an
onadversely impact vulnerable the age of 18. impact-on-childrenadversely
groups of people or children. impact persons under the age of
18 and, as appropriate, other
vulnerable groups of people
[protected under article 5(1)b].
13157/23 RB/ek 17
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

Text Origin: Council Mandate
Article 9(9)
9. For credit institutions regulated | 9. For providers and Al systems 9. For eredn -t 't oreremtated | 9. For eredit-institutionsresieated
by Directive 2013/36/EU, the already covered by Union law that | by-Pirective 2013/36/EUproviders | by-Directive 2043/36/EUproviders
aspects described in paragraphs 1 require them to establish a of high-risk Al systems that are of high-risk Al systems that are
to 8 shall be part of the risk specific risk management, subject to requirements regarding | subject to requirements regarding
management procedures including credit institutions internal risk management internal risk management
established by those institutions regulated by Directive processes under relevant sectorial | processes under relevant sectorial
pursuant to Article 74 of that 2013/36/EU, the aspects described | Union law, the aspects described in | Union law, the aspects described in
241 Directive. in paragraphs 1 to 8 shall be part of | paragraphs 1 to 8 shallmay be part | paragraphs 1 to 8 skallmay be part
or combined with the risk of the risk management procedures | of or combined with the risk
management procedures established by-these-institutions management procedures
established by these-institutions pursuant to Article74-ofthat established by-those-institntions
e e e D e e Pirectivethat law. pursuant to Article74-ofthat
Directivethat Union law. Directivethat law.
Text Origin: Council Mandate
| Article 10
Article 10 Article 10 Article 10 Article 10
o Data and data governance Data and data governance Data and data governance Data and data governance
Text Origin: Commission
Proposal
Article 10(-1)(1)
243 1. High-risk Al systems which 1. High-risk Al systems which 1. High-risk Al systems which 1. High-risk Al systems which
make use of techniques involving make use of techniques involving make use of techniques involving make use of techniques involving
13157/23 RB/ek 18
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Commission Proposal

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.

EP Mandate

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.

Ceouncil Mandate

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.

Draft Agreement

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 10(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 guality
criteria referred to in paragraphs
21to 5.

| Article 10(2)

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

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

appropriate-data governance e
management practicesappropriate

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

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

244
practices shall concern in for the context of use as well as practices shall concern in for the intended purpose of the Al
particular, the intended purpose of the Al particular;s system. Those practices shall
system. Those practicesmeasures concern in particular,
shall concern in particular,
Text Origin: Commission
13157/23 RB/ek 19
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

Proposal I

| Article 10(2), point (a)

245

(a) the relevant design choices;

(a) the relevant design choices;

(a) the relevant design choices;

Proposal

(a) the relevant design choices;
Text Origin: Commission

| Article 10(2), point (aa)

245a

(aa) transparency as regards the
original purpose of data
collection;

personal data, the original

purpose of data collection;

(aa) data collection processes and
origin of data, and in the case of

Article 10(2), point (b)

246

(b) data collection;

(b) data collection_processes;

(b) data collection_processes;

(b) datacotlection:[deleted] I

Article 10(2), point (c)

247

(c) relevant data preparation
processing operations, such as
annotation, labelling, cleaning,
enrichment and aggregation;

(c) refevant-data preparation
processing operations, such as
annotation, labelling, cleaning,
updating, enrichment and
aggregation;

(c) relevant data preparation
processing operations, such as
annotation, labelling, cleaning,
enrichment and aggregation;

(c) relevant data preparation
processing operations, such as
annotation, labelling, cleaning,
updating, enrichment and
aggregation;

Text Origin: EP Mandate

| Article 10(2), point (d)
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EP Mandate

Ceouncil Mandate

248

Commission Proposal

(d) the formulation of relevant
assumptions, notably with respect
to the information that the data are
supposed to measure and represent;

(d) the formulation of #elevant
assumptions, notably with respect
to the information that the data are
supposed to measure and represent;

(d) the formulation of relevant
assumptions, notably with respect
to the information that the data are
supposed to measure and represent;

Draft Agreement

Text Origin: EP Mandate

| Article 10(2), point (e)

249

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

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

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

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

Text Origin: EP Mandate

| Article 10(2), point (f)

(d) the formulation of #elevant
assumptions, notably with respect
to the information that the data are
supposed to measure and represent;
|
|

250

(f) examination in view of possible
biases;

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

(f) examination in view of possible
biases_that are likely to affect
health and safety of natural
persons or lead to discrimination

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

rights or lead to discrimination

prohibited by Union law;

prohibited under Union law,

especially where data outputs
influence inputs for future
operations (‘feedback loops’) and
appropriate measures to detect,
prevent and mitigate possible
biases;

rights or lead to discrimination
prohibited under Union law,

especially where data outputs
influence inputs for future
operations;

Text Origin: EP Mandate

| Article 10(2), point (fa)

13157/23
ANNEX

TREE.2.B

RB/ek 21

LIMITE

EN



Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

250a

(fa) appropriate measures to
detect, prevent and mitigate

possible biases;

(fa) appropriate measures to
detect, prevent and mitigate
possible biases identified
according to point f:

Text Origin: EP Mandate

| Article 10(2), point (g)

251

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

(g) the identification of any
possiblerelevant data gaps or
shortcomings_that prevent
compliance with this Regulation,
and how those gaps and
shortcomings can be addressed.

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

(g) the identification of ey
possiblerelevant data gaps or
shortcomings_that prevent
compliance with this Regulation,
and how those gaps and
shortcomings can be addressed.

Text Origin: EP Mandate

| Article 10(3)

3. Training, validation and testing
data sets shall be relevant,
representative, free of errors and
complete. They shall have the
appropriate statistical properties,

3. Training datasets, and where
they are used, validation and
testing data-setsdatasets, including
the labels, shall be relevant,

sufficiently representative, fi-ee

3. Training, validation and testing
data sets shall be relevant,
representative, and to the best
extent possible, free of errors and
complete. They shall have the

3. Training datasets, and where
they are used, validation and
testing data-setsdatasets shall be
relevant, sufficiently

representative, and to the best

o2g including, where applicable, as ofappropriately vetted for errors appropriate statistical properties, extent possible, free of errors and
regards the persons or groups of and_be as complete_as possible in including, where applicable, as complete_in view of the intended
persons on which the high-risk Al | view of the intended purpose. regards the persons or groups of purpose. They shall have the
system is intended to be used. They shall have the appropriate persons on which the high-risk Al | appropriate statistical properties,
These characteristics of the data statistical properties, including, system is intended to be used. including, where applicable, as
sets may be met at the level of where applicable, as regards the These characteristics of the data regards the persons or groups of
13157/23 RB/ek 22
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Commission Proposal

individual data sets or a
combination thereof.

EP Mandate

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 deta
setsdatasets or a combination
thereof.

Ceouncil Mandate

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

Draft Agreement

persons oxn-whickin 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

| Article 10(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 geographical, behavioural
or functional setting within which
the high-risk Al system is intended
to be used.

253

4, Leeigfpempelidadionemgeleaias
deata-setsDatasets shall take into
account, to the extent required by
the intended purpose_or reasonably
foreseeable misuses of the AI

system, the characteristics or
elements that are particular to the
specific geographical, contextual,
behavioural or functional setting
within which the high-risk Al
system is intended to be used.

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 geographical, behavioural
or functional setting within which
the high-risk Al system is intended
to be used.

4. Fraiming—validation-and-testing
datasetsDatasets shall take into
account, to the extent required by
the intended purpose, the
characteristics or elements that are
particular to the specific
geographical, contextual,
behavioural or functional setting
within which the high-risk Al
system is intended to be used.

Text Origin: EP Mandate

Article 10(4a)(5)

5. To the extent that it is strictly
necessary for the purposes of

5. To the extent that it is strictly
necessary for the purposes of

5. To the extent that it is strictly
necessary for the purposes of

5. To the extent that it is strictly
necessary for the purposes of

254 | ensuring bias monitoring, detection | ensuring bias-monitorinenegative | ensuring bias monitoring, detection | ensuring bias menitorine-detection
and correction in relation to the bias detection and correction in and correction in relation to the and correction in relation to the
high-risk Al systems, the providers | relation to the high-risk Al high-risk Al systems, the providers | high-risk Al systems_in
of such systems may process systems, the providers of such of such systems may process accordance with the second
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Commission Proposal

special categories of personal data
referred to in Article 9(1) of
Regulation (EU) 2016/679, Article
10 of Directive (EU) 2016/680 and
Article 10(1) of Regulation (EU)
2018/1725, subject to appropriate
safeguards for the fundamental
rights and freedoms of natural
persons, including technical
limitations on the re-use and use of
state-of-the-art security and
privacy-preserving measures, such
as pseudonymisation, or encryption
where anonymisation may
significantly affect the purpose
pursued.

EP Mandate

systems may exceptionally process
special categories of personal data
referred to in Article 9(1) of
Regulation (EU) 2016/679, Article
10 of Directive (EU) 2016/680 and
Article 10(1) of Regulation (EU)
2018/1725, subject to appropriate
safeguards for the fundamental
rights and freedoms of natural
persons, including technical
limitations on the re-use and use of
state-of-the-art security and
privacy-preserving, In particular,
all the following conditions shall
apply in order for this processing
10 occur:-weasnres—suecheas
l cettion .

; .

T
el

Ceouncil Mandate

special categories of personal data
referred to in Article 9(1) of
Regulation (EU) 2016/679, Article
10 of Directive (EU) 2016/680 and
Article 10(1) of Regulation (EU)
2018/1725, subject to appropriate
safeguards for the fundamental
rights and freedoms of natural
persons, including technical
limitations on the re-use and use of
state-of-the-art security and
privacy-preserving measures, such
as pseudonymisation, or encryption
where anonymisation may
significantly affect the purpose
pursued.

Draft Agreement

subparagraph, point f/fa, 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 of
Directive (EU) 2016/680 and
Article 10(1) of Regulation (EU)
2018/1725, subject to appropriate
safeguards for the fundamental
rights and freedoms of natural
persons—inetndingtechnicad

pursned-, In 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 processing to occur:

| Article 10(5), first subparagraph, point (a new)

(a) the bias detection and
correction_cannot be effectively

(a) the bias detection and
correction cannot be effectively

25K fulfilled by processing synthetic or fulfilled by processing other data,
anonymised data; including synthetic or anonymised
data;
13157/23 RB/ek 24
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

Article 10(5), first subparagraph, point (a new)

254b

(b) the data are pseudonymised;

(b) the special categories of
personal data processed for the
purpose of this paragraph are

subject to technical limitations on
the re-use of the personal data
and state of the art security and
privacy-preserving measures,

including pseudonymisation;

Article 10(5), first subparagraph, point (a new)

254¢

(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 have
access to those data with
appropriate confidentiality

obligations;

(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 to
suitable safeguards strict controls,
including documentation of the
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 (a new)

254d
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EP Mandate

Ceouncil Mandate

Commission Proposal

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

parties;

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;

Article 10(5), first subparagraph, point (a 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 10(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 physical
incidents;

| Article 10(5), first subparagraph, point (g new)

254¢ (2) effective and appropriate
measures are in place to ensure
13157/23 RB/ek 26
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

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 10(5), second subparagraph new

Providers having recourse to this
provision shall draw up

documentation explaining why the
processing of special categories of

personal data was necessary to

{) the records of processing

activities pursuant to Regulation
(EU) 2016/679, Directive (EU)
2016/680 and Regulation (EU)
2018/1725 includes justification

254h detect and correct biases. 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
processing other data.
| Article 10(6) |
6. Appropriate data governance 6. Appropriate data governance 0. —Lpprepiiate e enaee 0. pprepiiate e orernanee
and management practices shall and management practices shall ertelee e et e e ertelee e et e e
apply for the development of high- | apply for the development of high- | epph-For the development of high- | epph-For the development of high-
255 risk Al systems other than those risk Al systems other than those risk Al systems etherthanthose risk Al systems etherthanthose
which make use of techniques which make use of techniques which-akese-ofnot using which-akese-ofnot using
involving the training of models in | involving the training of models in | techniques involving the training of | techniques involving the training of
order to ensure that those high-risk | order to ensure that those high-risk | models, paragraphs 2 to 5 shall models, paragraphs 2 to 5 shall
Al systems comply with paragraph | Al systems comply with paragraph | apply only to the testing data sets | apply only to the testing data sets
2. 2. trorderto-enstretheithosedich- | inorderto-ensirethai-thosehich-
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

Text Origin: Council Mandate
| Article 11
Article 11 Article 11 Article 11 Article 11
P Technical documentation Technical documentation Technical documentation 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 market or put into

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

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

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

257 | service and shall be kept up-to service and shall be kept up-to service and shall be kept up-to service and shall be kept up-to
date. date. date. date.
Text Origin: Commission
Proposal
| Article 11(1), second subparagraph
The technical documentation shall | The technical documentation shall | The technical documentation shall | The technical documentation shall
258 be drawn up in such a way to be drawn up in such a way to be drawn up in such a way to be drawn up in such a way to
demonstrate that the high-risk Al demonstrate that the high-risk Al demonstrate that the high-risk Al demonstrate that the high-risk Al
system complies with the system complies with the system complies with the system complies with the
requirements set out in this Chapter | requirements set out in this Chapter | requirements set out in this Chapter | requirements set out in this Chapter
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EP Mandate

Ceouncil Mandate

Commission Proposal

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 I'V.

and provide national
eompetentsupervisory 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 meeting
the same objectives, subject to
approval of the competent
national authority.

and provide national competent
authorities and notified bodies with
all the necessary information in a
clear and compirehensive form to
assess the compliance of the Al
system with those requirements. It
shall contain, at a minimum, the
elements set out in Annex [V _or, in
the case of SMEs, including start-
ups, any equivalent
documentation meeting the same
objectives, unless deemed
inappropriate by the competent

Draft Agreement

and provide national eompetent
anthorities[supervisory authority]
and notified bodies with-a4-_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 documentation specified
in Annex IV in a simplified

authority.

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, opts to
provide the information required

in Annex IV in a simplified
manner, it shall use the form
referred to in this paragraph.
Notified bodies shall accept the
form for the purpose of

conformity assessment.

Text Origin: Auxiliary 1

| Article 1

1(2)

259

2. Where a high-risk Al system

2. Where a high-risk Al system

2. Where a high-risk Al system

2. Where a high-risk Al system
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Commission Proposal

related to a product, to which the
legal acts listed in Annex II,
section A apply, is placed on the
market or put into service one
single technical documentation
shall be drawn up containing all the
information set out in Annex IV as
well as the information required
under those legal acts.

EP Mandate

related to a product, to which the
legal acts listed in Annex II,
section A apply, is placed on the
market or put into service one
single technical documentation
shall be drawn up containing all the
information set out in An#ex
Hparagraph 1 as well as the
information required under those
legal acts.

Ceouncil Mandate

related to a product, to which the
legal acts listed in Annex II,
section A apply, is placed on the
market or put into service one
single technical documentation
shall be drawn up containing all the
information set out in Annex [V as
well as the information required
under those legal acts.

Draft Agreement

related to a product, to which the
legal acts listed in Annex II,
section A apply, is placed on the
market or put into service one
single technical documentation
shall be drawn up containing all the
information set out in A##ex
Hparagraph 1 as well as the
information required under those
legal acts.

Text Origin: EP Mandate

| Article 1

1(3)

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

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

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

260 | technical progress, the technical technical progress, the technical technical progress, the technical
documentation provides all the documentation provides all the documentation provides all the
necessary information to assess the | necessary information to assess the | necessary information to assess the
compliance of the system with the | compliance of the system with the | compliance of the system with the
requirements set out in this requirements set out in this requirements set out in this
Chapter. Chapter. Chapter.
| Article 11(3a new)
2602 3a. Providers that are credit
institutions regulated by Directive
2013/36/EU shall maintain the
13157/23 RB/ek 30
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Commission Proposal

EP Mandate

technical documentation as part
of the documentation concerning
internal governance,
arrangements, processes and
mechanisms pursuant to Article

Ceouncil Mandate

Draft Agreement

74 of that Directive.
Article 12
Article 12 Article 12 Article 12 Article 12
. Record-keeping Record-keeping Record-keeping Record-keeping
Text Origin: Commission
Proposal
| Article 12(1) |
1. High-risk Al systems shall be 1. High-risk Al systems shall be 1. High-risk Al systems shall se 1. High-risk Al systems shall se
designed and developed with designed and developed with dlosioeeloy Ll elose e inh R
capabilities enabling the automatic | capabilities enabling the automatic | eapabitities-enablinetechnically eapabilities-enablingtechnically
recording of events (‘logs’) while recording of events (‘logs’) while allow for the automatic recording allow for the automatic recording
the high-risk Al systems is the high-risk Al systems is of events (‘logs’) whilethehich- of events (‘logs’) whilethehich-
operating. Those logging operating. Those logging e B e o e A
262 | capabilities shall conform to capabilities shall conform to the Lot erperbiliie s dhed baond iy | Lomlnmeeoad bl il
recognised standards or common state of the art and recognised fompeeeeeb ey fempeeebeeb e
specifications. standards or common eonmon-specificationsover the eommon-specificationsover the

specifications.

duration of the life cycle of the

duration of the lifetime of the

system.

system.

Text Origin: Council Mandate

| Article 12(2) |
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Commission Proposal

2. The logging capabilities 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

2. Fhedogging-capabititieshaitln
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 the

Ceouncil Mandate

NG tallinNepabiliies shealill
order to ensure a level of
traceability of the Al system’s
functioning threugheutitstifeeyele

that is appropriate to the intended
purpose of the system-, logging
capabilities shall enable the
recording of events relevant for:

Draft Agreement

2. thedogemg—eapabititieshattln
order to ensure a level of
traceability of the Al system’s
functioning threugheutitstiteeyele

that is appropriate to the intended
purpose of the system-, logging
capabilities shall enable the
recording of events relevant for:

263 monitoring of operations as o .
referred to in Article 29(4) as well Text Origin: Council Mandate
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:
| Article 12(2), point (a new)
(a) resultin the Al system
263a presenting a risk within the
meaning of Article65(1); or
| Article 12(2), point (b new)
263b (b) lead to a substantial
modification of the Al system.
| Article 12(2a new)
l 263¢
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

2a. High-risk Al systems shall be
designed and developed with, the
logging capabilities enabling the
recording of 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)

263d

2a. (i) identification of situations
that may result in the Al system
presenting a risk within the
meaning of Article 65(1) orin a

2a. (i) identification of situations
that may result in the Al system
presenting a risk within the
meaning of Article 65(1) or in a

substantial modification;
(i) facilitation of the post-market

substantial modification;
(i) facilitation of the post-market

monitoring referred to in Article

monitoring referred to in Article

61; and
(iii) monitoring of the operation of

61; and
(iii) monitoring of the operation of

high-risk Al systems referred to in

high-risk Al systems referred to in

Article 29(4).

Article 29(4).

Text Origin: Council Mandate

| Article 12(3)

3. In particular, logging

3. Fepererlr ot

264 | capabilities shall enable the deleted deleted eapabitittesshatlenablethe
monitoring of the operation of the motitoriigof the-operationof the
high-risk Al system with respect to frich—rid—sstenmeitirespectro

13157/23 RB/ek 33
ANNEX TREE.2.B LIMITE EN



Commission Proposal EP Mandate Ceouncil Mandate Draft Agreement
the occurrence of situations that e e
may result in the Al system merrrestt-inthe- Al system
presenting a risk within the PreseRte-arisk i e
meaning of Article 65(1) or lead to T s
a substantial modification, and e enlestertted i e ]
facilitate the post-market et et e oy el
monitoring referred to in Article e LT
61. 6tL-deleted
| Article 12(4) |
4. For high-risk Al systems 4. For high-risk Al systems 4. For high-risk Al systems 4. For high-risk Al systems
referred to in paragraph 1, point (a) | referred to in paragraph 1, point (a) | referred to in paragraph 1, point (a) | referred to in paragraph 1, point (a)
of Annex III, the logging of Annex III, the logging of Annex III, the logging of Annex III, the logging
265 | capabilities shall provide, at a capabilities shall provide, at a capabilities shall provide, at a capabilities shall provide, at a
minimum: minimum: minimum: minimum:
Text Origin: Commission
Proposal
| Article 12(4), point (a) |

(a) recording of the period of each
use of the system (start date and
time and end date and time of each

(a) recording of the period of each
use of the system (start date and
time and end date and time of each

(a) recording of the period of each
use of the system (start date and
time and end date and time of each

(a) recording of the period of each
use of the system (start date and
time and end date and time of each

266 use); use); use); use);
Text Origin: Commission
Proposal
| Article 12(4), point (b) |
267
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Commission Proposal

(b) the reference database against
which input data has been checked
by the system;

EP Mandate

(b) the reference database against
which input data has been checked
by the system;

Ceouncil Mandate

(b) the reference database against
which input data has been checked
by the system;

Draft Agreement

(b) the reference database against
which input data has been checked
by the system;

Text Origin: Commission

Proposal

| Article 1

2(4), point (c)

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

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

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

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

268
Text Origin: Commission
Proposal
| Article 12(4), point (d) |
(d) the identification of the natural | (d) the identification of the natural | (d) the identification of the natural | (d) the identification of the natural
persons involved in the verification | persons involved in the verification | persons involved in the verification | persons involved in the verification
of the results, as referred to in of the results, as referred to in of the results, as referred to in of the results, as referred to in
269 | Article 14 (5). Article 14 (5). Article 14 (5). Article 14 (5).
Text Origin: Commission
Proposal
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Commission Proposal EP Mandate CouncilMandate Draft Agreement
Article 51
Article 51 Article 51 Article 51 Article 51
Registration Registration Registration of relevant operators Registration
509 and of high-risk Al systems listed

. - A Text Origin: Commission
in_Annex IllResistration Yo oea

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 60(2);

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

Before placing on the market or
putting into service a high-risk Al
system listed in Annex III [with
the exception of high-risk Al

referred to in Articte-6(2)Annex

systems referred to in Axtiele

III, points 1, 6 and 7 in the areas
of law enforcement, migration,

6t2)Annex 111, points 1, 6 and 7 in
the areas of law enforcement,

asvium and border control

management, and high risk AI

migration, asylum and border
control management, and high

¥ 510 systems referred to in Annex Il risk Al systems referred to in Y
point 2, the provider o#and where | Annex III point 2], the provider or,
applicable, the authorised where applicable, the authorised
representative shall register #at representative shall register that
systemthemselves in the EU system in the EU database referred
database referred to in Article 60. to in Article 60.

The provider or, where applicable

the authorised representative,

shall also register their systems in

that database.
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0 on Propo
Article 51, first paragraph a

510a

-1. Before using a high-risk Al

Before putting into service or

system listed in Annex I, users

using a high-risk Al system in

of high-risk Al systems that are

accordance with Article 6(2),

public authorities, agencies or

deployers who are public

bodies, or entities acting on their

authorities, agencies or bodies,

behalf, shall register themselves in

Union institutions or deployers

the EU database referred to in

acting on their behalf, shall

Article 60 and select the system

register the use of that Al system

that they envisage to use.

in the EU database referred to in
Article 60.

Article 51, third paragraph

510b

The obligations laid down in the

[The obligations laid down in the

previous subparagraph shall not

previous subparagraph shall not

apply to law enforcement, border

apply to law enforcement, border

control, immigration or asylum

control, immigration or asylum

authorities, agencies or bodies

authorities, agencies or bodies

and authorities, agencies or
bodies using high-risk Al systems

and authorities, agencies or
bodies using high-risk Al systems

referred to Annex Ill point 2, as

referred to Annex IlI point 2, as

well as to entities acting on their

well as to entities acting on their

behalf.

behalf.]

Text Origin: Council Mandate

Article 51, (1a)

510c¢ la _Before putting into service or
using a high-risk Al system in
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Commission Proposal

EP Mandate

accordance with Article 6(2), the
following categories of deployers

shall register the use of that AI
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 as a
gatekeeper under Regulation (EU)

Ceouncil Mandate

2022/1925.

Draft Agreement

| Article 5

1, fourth paragraph

1b Deployers who do not fall
under subparagraph 1a. shall be
entitled to voluntarily register the

subparagraph la shall be entitled
to voluntarily register the use of a

Deployers who do not fall under ‘

510d use of a high-risk Al system high-risk Al system referred to in
referred to in Article 6(2) in the Article 6(2) in the EU database
EU database referred to in Article referred to in Article 60.
60.
| Article 51, fifth paragraph
Ic An updated registration entry An _updated registration entry
510e must be completed immediately must be completed immediately
following each substantial following each substantial
modification. modification.
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Articles 53-55 (with the exception of Articles 54a and 54b)

Article 5

3

Commission Proposal

EP Mandate

Council Mandate

Draft Agreement

519

Article 53
Al regulatory sandboxes

Article 53
Al regulatory sandboxes

Article 53
Al regulatory sandboxes

Article 53
Al regulatory sandboxes

Text Origin: Commission
Proposal

Article 5

3(-1)

519a

-1. National competent
authorities may establish AI
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.

| Article 5

3(-1a)

519b

-la. Where appropriate, national
competent authorities shall

13157/23
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Commission Proposal EP Mandate Council Mandate Draft Agreement
cooperate with other relevant
authorities and may allow for the
involvement of other actors within
the Al ecosysterm.
| Article 53(-1b)
-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
519¢ to the use 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 sandboxes 1. Hleemlegemmnybosees 1o lremdenomnndbazeas
established by one or more established-by-one-or-ore deleted established-br-one-orore
Member States competent el e e e b e e
520 authorities or the European Data erthorities-orthedsuropeanDerde arthorttiesor-theEmropeci-Lerte
Protection Supervisor shall provide | Protection-SupervisorMember Proteetion-SupervisorMember
a controlled environment that States shall establish at least one States shall ensure that their
facilitates the development, testing | AI regulatory sandbox at national [national competent authorities]
and validation of innovative Al level, which shall previde— establish at least one A1
systems for a limited time before cetpetlodb et e regulatory sandbox at national
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Commission Proposal EP Mandate Ceouncil Mandate Draft Agreement
their placement on the market or ettt depalopie i raes level, [which shall provide-«
putting into service pursuant to a B e cottrolied-environmeni-Hied
specific plan. This shall take place | systemsforatimited-time-before Sfactlitetes-the-developmert—testing
under the direct supervision and B R e
guidance by the competent R e e e e e e systentsor-a-timited—Hne-before
authorities with a view to ensuring | specific-ptan—Thisshall-take place thelrplacesiesi-on—tie-trerkeror
compliance with the requirements | underthe-direct-supervision-and R e e e o
of this Regulation and, where el b ooy et lan D e e
relevant, other Union and Member | authoriticswith-a-view-to-ensuring wnder-the-directsupervision-and
States legislation supervised within | eompliarcewith-therequirements B
the sandbox. R e e o e Ll L e e
retevant.be operational at the e
latest on the day of the entry into of-this-Resulation-and—vhere
application of this Regulation prebepe e Lldeoncon Ul by hos
This sandbox can also be Stenres-tegislation-sipervised-within
established jointly with one or thesandboxbe operational on the
several other-Union-and Member day of the entry into _application of
States-tectdetiom e iliin this Regulation]. This sandbox
the-sandbex. 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
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
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Commission Proposal EP Mandate Ceouncil Mandate Draft Agreement
participating Member States. I
| Article 53(1a) |
la. The establishment of Al
regulatory sandboxes under this
520a Regulation shall aim to contribute
to one or more of the following
objectives:
| Article 53(1a), point (a)
(a) foster innovation and
520b competitiveness and facilitate the
development of an Al ecosystem;
| Article 53(1a), point (b)
(b) facilitate and accelerate
access to the Union market for AI
520c systems, in particular when
provided by small and medium
enterprises (SMEs), including
start-ups;
| Article 53(1a), point (c)
(c) improve legal certainty and
520d : 5
contribute to the sharing of best
practices through cooperation
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

with the authorities involved in

the Al regulatory sandbox with a
view {0 ensuring future
compliance with this Regulation
and, where appropriate, with other
Union and Member States

legislation;

Article 53(1a), point (d)

|
I 520e

(d) contribute to evidence-based
regulatory learning.

| Article 53(1a)
la. Additional Al regulatory la. Additional Al regulatory
sandboxes at regional or local sandboxes at regional or local
levels or jointly with other levels or jointly with other
520f Member States may also be Member States' competent
established; authorities may also be
established;
Text Origin: EP Mandate
| Article 53(1b)
1b. The Commission and the 1b. The European Data
520 European Data Protection Protection Supervisor may also
g Supervisor, on their own, jointly establish an Al regulatory
or in _collaboration with one or sandbox for the EU institutions,
more Member States may also bodies and agencies and exercise
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EP Mandate

Ceouncil Mandate

Commission Proposal

establish Al regulatory sandboxes
at Union level;

Draft Agreement

the roles and the tasks of national
competent authorities in
accordance with this chapter.

Text Origin: EP Mandate

Article 5

3(1c)

520h

Ic. Establishing authorities shall
allocate sufficient resources to
comply with this Article effectively
and in a timely manner.

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 Al 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
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EP Mandate

Ceouncil Mandate

Commission Proposal

Draft Agreement

Article 53(1d) |

1d. Al regulatory sandboxes 1d. Al regulatory sandboxes

shall, in accordance with _criteria established under Article 53(1) of

set out in Article 53a, provide for this Regulation shall, in

a controlled environment that accordance with Articles 53 and

fosters innovation and facilitates 53a, provide for a controlled

the development, testing and environment that fosters

validation of innovative AI innovation and facilitates the

systems for a limited time before development, training, testing and

their placement on the market or validation of innovative AI

5201 putting into service pursuant to a systems for a limited time before

specific plan agreed between the their placement on the market or

prospective providers and the putting into service pursuant to a

establishing authority. specific 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.]

| Article 53(1e) |
le. Establishing authorities shall le. Competent authorities shall
provide guidance and supervision provide, as appropriate, guidance,
520 within the sandbox with a view to supervision_and support within the

identify risks, in particular to sandbox with_a view to identifying

fundamental rights, democracy risks, in particular to fundamental

and rule of law, health and safety rights, [democracy and rule of

and the environment, test and law], health and safety and [the
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Commission Proposal EP Mandate Council Mandate Draft Agreement
demonstrate mitigation measures environment], testing, mitigation
for identified risks, and their measures, and their effectiveness
effectiveness and ensure in relation to the obligations and
compliance with the requirements requirements of this Regulation
of this Regulation and, where and, where relevant, other Union
relevant, other Union and and Member States legislation
Member States legislation. supervised within the sandbox.

| Article 53(1f) |

1f. Establishing authorities shall 1f. Competent authovities shall
provide sandbox prospective provide providers and prospective
providers who develop high-risk providers with guidance on
Al systems with guidance and regulatory expectations and how
supervision on_how to fulfil the to fulfil the requirements and
requirements set out in this obligations set out in this
Regulation, so that the Al systems Regulation.
may exit the sandbox being in
presumption of conformity with Upon request of the provider or
the specific requirements of this prospective provider of the AI

520k Regulation that were assessed system, the competent authority
within the sandbox. Insofar as the shall provide a written proof of the
Al system complies with the activities successfully carried out
requirements when exiting the in the sandbox. The national
sandbox, it shall be presumed to competent authority shall also
be in conformity with this provide an exit report detailing the
regulation. In this regard, the exit activities carried out in the
reports created by the establishing sandbox and the related results
authority shall be taken into and learning outcomes. Providers
account by market surveillance may use such documentation to
authorities or notified bodies, as demonstrate the compliance with
applicable, in the context of this Regulation through the
conformity assessment procedures conformity assessment process or
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EP Mandate

Ceouncil Mandate

Commission Proposal

or market surveillance checks.

Draft Agreement

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
accelerate conformity assessment
procedures to a reasonable extent.

Ifa Subject to the confidentiality
provisions in Article 70 and with

the agreement of the sandbox
provider/prospective provider, [the

European Commission] and the
[AI 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.

| Article 53(1g)
5201 . .
1g. The establishment of AI 1g. The establishment of AI
13157/23 RB/ek 47
ANNEX TREE.2.B LIMITE EN



EP Mandate

Ceouncil Mandate

Commission Proposal

regulatory sandboxes 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 Al systems;
¢) regulatory learning in a
controlled environment.

Draft Agreement

regulatory sandboxes 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;

c) 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 AI
systems, in particular when
provided by small and medium-

sized enterprises (SMEs),
including start-ups.

| Article 5

3(2)

521

2. Member States shall ensure that
to the extent the innovative Al

2. Member-StatesEstablishing
authorities shall ensure that, to the

deleted

2. Member-StatesNational
competent authorities shall ensure
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EP Mandate

Ceouncil Mandate

Commission Proposal

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 national authorities
are associated to the operation of
the Al regulatory sandbox.

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
personal data, the national data
protection authorities, or in cases
referred to in paragraph 1b the
EDPS, and those other national
authorities are associated to the
operation of the Al regulatory
sandbox_and involved in the
supervision of those aspects to the
full extent of their respective tasks

and powers.

Draft Agreement

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 national authorities
are associated to the operation of
the Al regulatory sandbox_and
involved in the supervision of
those aspects to the extent of their
respective tasks and powers, as

applicable.

Text Origin: EP Mandate

| Article 5

3(2a), first subparagraph

521a

2a. Access to the Al regulatory
sandboxes shall be open to any
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
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

other relevant third parties.

| Article 5

3(2a), second subparagraph

Participation in the Al 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

Participation in the Al regulatory
sandbox shall be based on a
specific plan referred to in
paragraph 6 of this Article that

>2le shall be agreed between the
participant(s) and the national
competent authoritie(s), as
applicable.
Article 53(3) |
3. The Al regulatory sandboxes 3. The Al regulatory sandboxes 3. The participation in the Al 3. The Al regulatory sandboxes
shall not affect the supervisory and | shall not affect the supervisory and | regulatory sandboxes shall not shall not affect the supervisory and
v| 522 | corrective powers of the competent | corrective powers of the competent | affect the supervisory and corrective powers of the competent
authorities. Any significant risks to | authorities, including at regional corrective powers of the eempetent | authorities_ supervising the
health and safety and fundamental | or local level. Any significant risks | aunthorities—Any-sienificantrisksto | sandboxes, including at regional
rights identified during the to fundamental rights, democracy | health-andsatetr-andfundamental | or local level. Any significant risks
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EP Mandate

Ceouncil Mandate

Commission Proposal

development and testing of such
systems shall result in immediate
mitigation and, failing that, in the
suspension of the development and
testing process until such
mitigation takes place.

faitinethat-in the suspension-of

and rule of law, health and safety
erte-fimdennertalrightsor the
environment identified during the
development and testing of such A1
systems shall result in immediate
and adequate mitigation,
Competent authorities shall have
the power to temporarily or
permanently suspend the testing

. 0. W g
mitigationtakes placecauthorities

Draft Agreement

to fundamental rights, [democracy
and rule of law], health and safety
and-fundamentatrichtsor [the
environment] identified during the
development and testing of such_4/
systems shall result in immediatean
adequate mitigation. National

supervising the sandbox. Those

competent authorities shall have

authorities shall exercise their

the power to temporarily or

process, or participation -a#d-

thedlopelopgen ol

T coroh aitioati ‘
placesandbox if no effective

mitigation is possible and inform

supervisory powers in_a flexible

permanently suspend the testing

manner within the limits of the

process, or participation -a#d-

relevant legislation, using their
discretionary powers when
implementing legal provisions to a
specific AI sandbox project, with

the Al office of such decision.

the objective of supporting
innovation in Al in the Union.

faitinethat-in the suspension-of
.

_ : L il i K ‘
placesandbox if no effective
mitigation is possible and inform
[the Al Office] of such decision.
National competent authorities
shall exercise their supervisory
powers within the limits of the
relevant legislation, using their
discretionary powers when
implementing legal provisions to a
specific Al sandbox project, with
the objective of supporting
innovation in Al in the Union.

Article 5

3(3a), first subparagraph

3a. Provided that the

522a participant(s) respect the sandbox
plan and the terms and conditions
for their participation as referred
13157/23 RB/ek 51
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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 AI
system supervised in the sandbox,
including the provisions of this
Regulation.

Article 53(4) |
4. Participants in the Al regulatory | 4. ParticipantsProspective 4, Beppieipespat et 4. ParticipantsProviders and
sandbox shall remain liable under providers in the Al regulatory petbetepeenrdlbossc b The prospective providers in the Al
applicable Union and Member sandbox shall remain liable under | participants remain liable under regulatory sandbox shall remain
States liability legislation for any applicable Union and Member applicable Union and Member liable under applicable Union and
harm inflicted on third parties as a | States liability legislation for any States liability legislation for any Member States liability legislation
result from the experimentation harm inflicted on third parties as a | Aarm-inflicted-on-third-partiesas- | for any karm-damage_inflicted on
taking place in the sandbox. result f#remof the experimentation | resultfromthe-experimentation third parties as a result fronof the

taking place in the sandbox. takineplace-inthedamage caused | experimentation taking place in the
However, provided that the in_the course of their participation | sandbox. However, provided that
v| 523 prospective provider(s) respect the | in_an Al regulatory sandbox. the prospective provider(s) respect
specific plan referred to in the specific plan and the terms
paragraph 1c and the terms and and conditions for their
conditions for their participation participation and follow in good
and follow in good faith the faith the gsuidance given by the
guidance given by the establishing national competent authority, no
authorities, no administrative administrative fines shall be
fines shall be imposed by the imposed by the authorities for
authorities for infringements of infringements of this Regulation.
this Regulation. To the extent that other competent
authorities responsible for other
13157/23 RB/ek 52
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EP Mandate

Ceouncil Mandate

Commission Proposal

Draft Agreement

Union and Member States’
legislation have been actively
involved in the supervision of the
Al 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.

Article 5

3(4a), first subparagraph

523a

4a. Upon request of the provider
or prospective provider of the AI
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 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
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

bodies, as applicable, in the
context of conformity assessment
procedures or market surveillance

checks.

| Article 5

3(4a), second subparagraph

523b

Subject to the confidentiality
provisions in Article 70 and with

the agreement of the sandbox
participants, the European
Commission and the AI 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 55(3)(b).

| 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
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authorities. I
Article 53(5) |
5. Member States’ competent S, Aembes et 5. Member-States-National 5. Member-States-National
authorities that have established Al | eompetentEstablishing authorities | competent authorities thathare competent authorities that-have
regulatory sandboxes shall that-have-established-AHresutatory | establishedshall make publicly e
coordinate their activities and sandboxes-shall coordinate their available annual reports on the sandboxes-shall coordinate their
cooperate within the framework of | activities and cooperate within the | implementation of the Al activities and cooperate within the
the European Artificial Intelligence | framework of the wropean regulatory sandboxes, including framework of the Ewropea
Board. They shall submit annual Artificialdntetlicence Board—They | good practices, lessons learnt and | Artificialdntetlicence Board—They
reports to the Board and the shatt-submit-arnualreportsto-the | recommendations on-sthertt shellsubmit-annualreportsto-te
Commission on the results from EoseclomndiheCongrpriadonanthe | eospdipere thelr aerteitde—d Lol e Cogrbedaniman-the
the implementation of those pessle it el ettt | erep e it e e ereanlen] | peslpefror et leertationa
scheme, including good practices, | thosescheme—ineludinegood oo el il Lo Hien e | e b Lo bl e
lessons learnt and et s Locsg e : itsetup and, | practicestessonslearnt-and
recommendations on their setup P e e e e e where relevant, on the application | recomnnendations-on-their-setup
574 and, where relevant, on the and—whererelevant-onthe of this Regulation and other andwhererelevant-onthe ,

application of this Regulation and | application-of this Reswlation-and | Union legislation supervised application-ofthis-Resutation-and
other Union legislation supervised | etherUniontlesistation-supervised | within the sandbox. Those annual | ether-Unionlesistation-supervised
within the sandbox. within-the-sandboxAl office. reports to-theBoard-and-the within-the-sandbox[Al Office].

Dbt e e e e

. ] o £4] 3 Text Origin: EP Mandate

inetndineshall be submitted to the

Al Board which shall make

publicly available a summary of

all 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,
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Commission Proposal

EP Mandate

Ceouncil Mandate

immigration or asylum
authorities. The Commission and
the Al Board shall, where
appropriate, take the annual
reports into account when
exercising their tasks under this

Regulation-ontheir-setup-and:

Draft Agreement

seliopepreloveny oy e o Doion
sandbox.
Article 53(5a)
Sa. The Commission shall ensure
that information about AI
regulatory sandboxes, including
524a about those established under this
Article, is available through the
single information platform
referred to in Article 55(3)(b).
| Article 53(5a) |
Sa. Establishing authorities shall S5a. National competent
inform the AI Office of the authorities shall inform the [AI
establishment of a sandbox and Office/Board] of the establishment
524b may ask for support and guidance. of a sandbox and may ask for
A list of planned and existing support and guidance. A list of
sandboxes shall be made publicly planned and existing AI
available by the Al office and kept sandboxes shall be made publicly
up to date in order to encourage available by [the Al Office] and
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Draft Ag

more interaction in the regulatory kept up to date in order to
sandboxes and transnational encourage more interaction in the
cooperation. regulatory sandboxes and cross-
border _cooperation.
Article 53(5b) |
5b. Establishing authorities shall 5b. National competent
submit to the Al office and, unless authorities authorities shall
the Commission is the sole submit to [the AI Office] and to
establishing authority, to the the Commission, annual reports,
Commission, annual reports, starting one year after the
starting one year after the establishment of the Al regulatory
establishment of the sandbox and sandbox and then every year until
then every year until its its termination and a final report.
termination and a final report. Those reports shall provide
Those reports shall provide information on the progress and
information on the progress and results of the implementation of
results of the implementation of those sandboxes, including best
v| 524c those sandboxes, including best practices, incidents, lessons learnt
practices, incidents, lessons learnt and recommendations on their
and recommendations on their setup and, where relevant, on the
setup and, where relevant, on the application and possible revision
application and possible revision of this Regulation, including its
of this Regulation and other delegated and implementing acts,
Union law supervised within the and other Union law supervised
sandbox. Those annual reports or within the sandbox. Those annual
abstracts thereof shall be made reports or abstracts thereof shall
available to the public, online. be made available to the public,
online.
The Commission and [the AI
Officel shall, where appropriate,
take the annual reports into
13157/23 RB/ek 57
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EP Mandate

Ceouncil Mandate

Draft Agreement

account when_exercising their
tasks under this Regulation.
Text Origin: EP Mandate
Article 53(6)
6. The modalities and the 6. The modafities-and-the 6. The modalities and the 6. The modatities-and-the
conditions of the operation of the copelitier et e e oo o Lihe conditions ef-the-for the el e e e o o e
Al regulatory sandboxes, including | AfresitatoryCommission shall establishment and operation of the | Af+eswlatoryCommission shall
the eligibility criteria and the develop a single and dedicated Al regulatory sandboxes;—ixelnding | develop a single and dedicated
procedure for the application, interface containing all relevant the-eligibitity-eriteriaend-the interface containing all relevant
selection, participation and exiting | information related to sandboxes, | proecedurefor-the-application; information related to sandboxes;
from the sandbox, and the rights B selection—participation-and-exiting | including-the-eligibitin-criteria
and obligations of the participants | and-theprocedumreforthe et e e Ll ol erelpieprnen e foe e
shall be set out in implementing ettt e e sl bl tiosp e o e pepetialoenoe | pppliceion—eelociion to allow
acts. Those implementing acts shall | participation-and-exitinefromthe | under this Regulation shall be set | stakeholders to interact with
be adopted in accordance with the | sandbox—andtherishts-and ontinadopted through regulatory sandboxes and to raise
examination procedure referred to | eblications-of the participantssheall | implementing acts—Fhese enquiries with competent
vl 525 in Article 74(2). e e e implementingacts-shatl-be-adopted | authorities,participation-aid
: : stogether in accordance with the examination | exitingfromthesandbox—andthe
with a single contact point at procedure referred to in Article e e e e
Union level to interact with the 74(2). el b e s Ly
regulatory sandboxes and to allow implementine-acts—rhose
stakeholders to raise enquiries : : and to seek
with competent authorities, and to non-binding guidance on the
seek non-binding guidance on the conformity of innovative products,
conformity of innovative products, services, business models
services, business models embedding Al technologies, in
embedding Al technologies; accordance with Article 55(1)(c).
The Commission shall be The Commission shall be-adopted
; > ; 200 , ! 0
. . ; l . l ; l
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Commission Proposal

EP Mandate
itnArticlte74{2)proactively

coordinate with national, regional
and also local authorities, where
relevant.

Ceouncil Mandate

Draft Agreement
inArticle74{2)proactively

coordinate with national, regional
and also local competent
authorities, where relevant.

Text Origin: EP Mandate

Article 5

3(6a), first subparagraph

6a. The modalities and conditions
shall to the best extent possible
support flexibility for national
competent authorities to establish
and operate their Al regulatory

525a sandboxes, foster innovation and
regulatory learning and shall
particularly take into account the
special circumstances and
capacities of participating SMEs,
including start-ups.
| Article 53(6a), second subparagraph
Those implementing acts shall
525b include common main principles
on the following issues:
| Article 53(6a), second subparagraph, point (a)
525¢ (a) eligibility and selection for
participation in the Al regulatory
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EP Mandate

Ceouncil Mandate

sandbox;

Draft Agreement

| Article 53(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)

(c) the terms and conditions

2 applicable to the participants.
| Article 53(6a)
6a. For the purpose of paragraph b6a. For the purpose of paragraph
1 and 1a, the Commission shall 1 and 1a, the Commission shall
play a complementary role, play a complementary role,
enabling Member States to build enabling Member States to build
on their expertise and, on the on their expertise and, on the
525f other hand, assisting and other hand, assisting those
providing technical understanding Member States that seek guidance
and resources to those Member on the set-up and running of these
States that seek guidance on the regulatory sandboxes.
set-up and running of these
regulatorvsandboxes. Text Origin: EP Mandate
| Article 53(6b)
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EP Mandate

Ceouncil Mandate

Commission Proposal

53 a Modalities and functioning
of Al regulatory sandboxes

1. In order to avoid
fragmentation across the Union,

the Commission, in consultation
with the Al office, shall adopt a
delegated act detailing the
modalities for the establishment,
development, implementation,
functioning and supervision of the

Al regulatory sandboxes,
including the eligibility criteria
and the procedure for the
application, selection,
participation and exiting from the

Draft Agreement

6b. In order to avoid
fragmentation across the Union,

the Commission, in consultation
with [the Al Officel, shall adopt a
[delegated act/implementing act]
detailing the modalities for the
establishment, development,
implementation, operation and
supervision of the Al regulatory
sandboxes.

The [implemeting act/delegated
act] shall include common
principles on the following issues:

a) eligibility and selection for

vl 525g sandbox, and the rights and participation in the Al regulatory |
obligations of the participants sandbox;
based on the provisions set out in
this Article; b) procedure for the
2. The Commission is application, participation,
empowered to adopt delegated acts monitoring, exiting from and
in_accordance with the procedure termination of the Al regulatory
referred to in Article 73, no later sandbox, including the sandbox
than 12 months following the plan and the exit report;
entry into force of this Regulation
and shall ensure that: c) the terms and conditions
a) regulatory sandboxes are applicable to the participants.
open to any applying prospective
provider of an Al system who The [implementing/delegated acts]
fulfils eligibility and selection shall ensure that:
criteria. The criteria for accessing
to the regulatory sandbox are a) regulatory sandboxes are open
13157/23 RB/ek 61
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EP Mandate

Ceouncil Mandate

Commission Proposal

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 Al regulatory
sandboxes is free of charge for
SMESs 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 AI
ecosystem, such as notified bodies
and standardisation organisations
(SMEs, start-ups, enterprises,
innovators, testing and
experimentation facilities,
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;

e) they allow prospective
providers to to fulfil, in a

controlled environment, the
conformity assessment obligations
of this Regulation or the voluntary

Draft Agreement

to any applying prospective
provider of an Al 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;

¢) the modalities and conditions
concerning regulatory sandboxes
shall to the best extent possible
support flexibility for national
competent authorities to establish
and operate their Al regulatory
sandboxes;

d) access to the Al regulatory
sandboxes is free of charge for
SMESs and start-ups without
prejudice to exceptional costs that

national competent authorities
may recover in a fair and
proportionate manner;
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EP Mandate

Ceouncil Mandate

Commission Proposal

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 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 AI
systems relevant to sandboxes,
such as accuracy, robustness and

Draft Agreement

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;

f) 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,
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-
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EP Mandate

Ceouncil Mandate

Commission Proposal

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-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.

Draft Agreement

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;

h) participation in the AI
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;

1) the sandboxes shall facilitate
the development of tools and
infrastructure for testing,
benchmarking, assessing and
explaining dimensions of AI
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
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EP Mandate

Ceouncil Mandate

Commission Proposal

Draft Agreement

sandboxes, in particular SMEs
and start-ups, shall be directed,
where relevant, to pre-deployment
services such as guidance on the
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].

Article 5

3(6b)

525h

6b. When national competent
authorities consider authorising
testing in real world conditions
supervised within the framework
of an Al regulatory sandbox
established under this Article, they
shall specifically agree with the
participants on the terms and

conditions of such testing and in
particular on the appropriate
safeguards with the view to protect
fundamental rights, health and

safety. Where appropriate, they
shall cooperate with other
national competent authorities
with a view to ensure consistent
practices across the Union.
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Commission Proposal EP Mandate Ceouncil Mandate Draft Agreement
Article 54 |
Article 54 Article 54 Article 54 Article 54
Further processing of personal data | Further processing of personat-data | Further processing of personal data | Further processing of personal data
for developing certain Al systems | for developing certain Al systems | for developing certain Al systems | for developing certain Al systems
526 in the public interest in the Al in the public interest in the Al in the public interest in the Al in the public interest in the Al
regulatory sandbox regulatory sandbox regulatory sandbox regulatory sandbox
Text Origin: Council Mandate
Article 54(1) |
1. In the Al regulatory sandbox 1. In the Al regulatory sandbox 1. In the Al regulatory sandbox 1. In the Al regulatory sandbox
personal data lawfully collected for | personal data lawfully collected for | personal data lawfully collected for | personal data lawfully collected for
other purposes shall be processed other purposes skeatmay be other purposes skeatimay be other purposes skeatimay be
for the purposes of developing and | processed_selely for the purposes processed for the purposes of processed solely for the purposes
v 527 . .. . ; . . . . . . - . . .
testing certain innovative Al of developing and testing certain developing, testing and training of | of developing, training and testing
systems in the sandbox under the innovative-Al systems in the and-testing—certain innovative Al certain innovative-Al systems in
following conditions: sandbox underwhen all of the systems in the sandbox under the the sandbox ##derwhen all of the
following conditions_are met. following_cumulative conditions: following conditions_are met:
Article 54(1), point (a)
(a) the innovative Al systems shall | (a) theinnovative-Al systems shall | (a) the innovative Al systems shall | (a) theinnovative-Al systems shall
be developed for safeguarding be developed for safeguarding be developed for safeguarding be developed for safeguarding
578 substantial public interest in one or | substantial public interest in one or | substantial public interest by a substantial public interest by a
more of the following areas: more of the following areas: public authority or another public authority or another
natural or legal person governed | natural or legal person governed
by public law or by private law by public law or by private law
and in one or more of the and in one or more of the
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

following areas:

following areas:

| Article 54(1), point (a)(i)

529

(i) the prevention, investigation,
detection or prosecution of
criminal offences or the execution
of criminal penalties, including the
safeguarding against and the
prevention of threats to public
security, under the control and
responsibility of the competent
authorities. The processing shall be
based on Member State or Union
law;

deleted

deleted

| Article 54(1), point (a)(ii)

530

(ii) public safety and public health,
including disease prevention,
control and treatment;

(i) public safety and public
health, including disease
detection, diagnosis prevention,
control and treatment;pwblic

,l'é ) 1 on_e | ] g

tregtment;

(i1) public safety and publie-health,
including disease-prevention,
control and treatment of disease

(i1) public safety and public health,
including disease detection,
diagnosis prevention, control and

and improvement of health care
systems;

treatment and improvement of
health care systems;

| Article 54(1), point (a)(iii)

(ii1) a high level of protection and

(iii) _a high level of protection and

(iil) ehighlevelofprotection and

(ii1) a high level of protection and

331 improvement of the quality of the | improvement of the quality of the improvement of the quality of the | improvement of the quality of the
environment; environment, protection of environment, including green environment, protection of
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

biodiversity, pollution as well as

transition, climate change

climate change mitigation and

mitigation and adaptation;

adaptation;

biodiversity, pollution as well as
green transition, climate change
mitigation and adaptation;

Article 54(1), point (a)(iiia)

531a

(iiia) energy sustainability,
transport and mobility;

(iiia) energy sustainability

Article 54(1), point (a)(iiib)

531b

(iiia) safety and resilience of
transport systems, critical
infrastructure and networks.

(iiib) safety and resilience of
transport systems and mobility,
critical infrastructure and
networks;

| Article 54(1), point (a)(iiic)

531c

(iiib) efficiency and quality of

(iiic) efficiency and quality of

public administration and public

public administration and public

services;

services [in the benefit of

citizens];

Article 54(1), point (a)(iiic)

531d

(iiic) cybersecurity and resilience
of critical infrastructure.

Article 54(1), point (b)
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532

Commission Proposal

(b) the data processed are
necessary for complying with one
or more of the 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

(b) the data processed are
necessary for complying with one
or more of the requirements
referred to in Title III, Chapter 2
where those requirements cannot
be effectively fulfilled by
processing anonymised, synthetic
or other non-personal data;

Ceouncil Mandate

(b) the data processed are
necessary for complying with one
or more of the 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

(b) the data processed are
necessary for complying with one
or more of the requirements

referred to in Title III, Chapter 2
where those requirements cannot
be effectively fulfilled by
processing anonymised, synthetic
or other non-personal data;

Text Origin: Council Mandate

| Article 54(1), point (c)

533

(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
promptly mitigate those risks and,
where necessary, stop the
processing;

(c) there are effective monitoring
mechanisms to identify if any high
risks to the ftndeamentert
rightsrights and freedoms of the
data subjects, as referred to in
Article 35 of Regulation (EU)
2016/679 and in Article 35 of
Regulation (EU) 2018/1725 may
arise during the sandbox
experimentation as well as
response mechanism to promptly
mitigate those risks and, where
necessary, stop the processing;

(c) there are effective monitoring
mechanisms to identify if any high
risks to the fndamentat
rightsrights and freedoms of the
data subjects, as referred to in
Article 35 of Regulation (EU)
2016/679 and in Article 39 of
Regulation (EU) 2018/1725, may
arise during the sandbox
experimentation as well as
response mechanism to promptly
mitigate those risks and, where
necessary, stop the processing;

data subjects, as referred to in
Article 35 of Regulation (EU)
2016/679 and in Article 39 of

arise during the sandbox
experimentation as well as

response mechanism to promptly
necessary, stop the processing;

Text Origin: Council Mandate

Article 54(1), point (d)

|
l 534

(c) there are effective monitoring
mechanisms to identify if any high
risks to the fndeamentet
rightsrights and freedoms of the
Regulation (EU) 2018/1725, may
mitigate those risks and, where
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EP Mandate

Ceouncil Mandate

Commission Proposal

(d) any personal data to be
processed in the context of the
sandbox are in a functionally
separate, isolated and protected
data processing environment under
the control of the participants and
only authorised persons have
access to that data;

(d) any personal data to be
processed in the context of the
sandbox are in a functionally
separate, isolated and protected
data processing environment under
the control of the
participantsprospective provider
and only authorised persons have
access to that those data;

(d) any personal data to be
processed in the context of the
sandbox are in a functionally
separate, isolated and protected
data processing environment under
the control of the participants and
only authorised persons have
access to that data;

Draft Agreement

(d) any personal data to be
processed in the context of the
sandbox are in a functionally

separate, isolated and protected
data processing environment under
the control of the
participantsprospective provider
and only authorised persons have
access to that those data;

Text Origin: EP Mandate

| Article 54(1), point (e)

535

(e) any personal data processed are
not be transmitted, transferred or
otherwise accessed by other
parties;

(e) any personal data processed are
not be transmitted, transferred or
otherwise accessed by other
parties;

(e) any personal data processed are
not o _be transmitted, transferred or
otherwise accessed by other parties
that are not participants in the

sandbox, unless such disclosure

occurs in compliance with
Regulation (EU) 2016/679 or,
where applicable, Regulation
2018/725, and all participants
have agreed to it;

Regulation (EU) 2016/679 or,

sandbox, unless such disclosure
occurs in compliance with
2018/725, and all participants
have agreed to it;

Text Origin: Council Mandate

| Article 54(1), point (f)

(f) any processing of personal data

(f) any processing of personal data

(f) any processing of personal data

(e) any personal data processed are
not o be transmitted, transferred or
otherwise accessed by other parties
that are not participants in the
where applicable, Regulation
(f) any processing of personal data I

536 in the context of the sandbox do in the context of the sandbox do in the context of the sandbox de in the context of the sandbox do
not lead to measures or decisions not lead to measures or decisions notlead to-measures-or-decisions not lead to measures or decisions
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

affecting the data subjects;

affecting the data subjects_nor
affect the application of their
rights laid down in Union law on
the protection of personal data;

aftectineshall not affect the
application of the rights of the
data subjects_as provided for under

affecting the data subjects_ nor
affect the application of their
rights laid down in Union law on

Union law on the protection of

the protection of personal data;

personal data, in particular in
Article 22 of Regulation (EU)
2016/679 and Aiticle 24 of
Regulation (EU) 2018/1725;

Text Origin: EP Mandate

| Article 54(1), point (g)

(g) any personal data processed in
the context of the sandbox are
deleted once the participation in
the sandbox has terminated or the
personal data has reached the end
of its retention period;

537

(g) any personal data processed in
the context of the sandbox are
protected by means of appropriate

technical and organisational
measures and deleted once the
participation in the sandbox has
terminated or the personal data has
reached the end of its retention
period;

(g) any personal data processed in
the context of the sandbox are
protected by means of appropriate

(g) (g) any personal data processed
in the context of the sandbox are
protected by means of appropriate

technical and organisational
measures and deleted once the
participation in the sandbox has
terminated or the personal data has
reached the end of its retention
period;

technical and organisational
measures and deleted once the
participation in the sandbox has
terminated or the personal data has
reached the end of its retention
period;

| Article 54(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 sandbox

(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

(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

(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 termination, el e e L e el e L e s o
solely for the purpose of and only B S s sl ol oot Lan be volehforthepurpose-of-cnd-ond:
as long as necessary for fulfilling ertaneasnecessarfor-fidfting ORI E AT O astong-asnecessaryforfidfitting
accountability and documentation | aecountabitit-and-documentation | acconntabilit-and-docwmentation | accountabilit-and-docwmentation
obligations under this Article or obligatiotsnatderthisArticteor obligationswnderthisArtiele-or bl el e e e e
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

other application Union or Member
States legislation;

other-application, unless provided
otherwise by Union or Member

Stateslegislationnational law;

other-application, unless provided
otherwise by Union or Menber

States-lesistationnational law;

Text Origin:

Council Mandate

Article 54(1), point (i)

539

(i) complete and detailed
description of the process and
rationale behind the training,
testing and validation of the Al
system is kept together with the
testing results as part of the
technical documentation in Annex
1V,

(i) complete and detailed
description of the process and
rationale behind the training,
testing and validation of the Al
system is kept together with the
testing results as part of the
technical documentation in Annex
1V,

(i) complete and detailed
description of the process and
rationale behind the training,
testing and validation of the Al
system is kept together with the
testing results as part of the
technical documentation in Annex
1V;

(i) complete and detailed
description of the process and
rationale behind the training,
testing and validation of the Al
system is kept together with the
testing results as part of the
technical documentation in Annex
1V;

Text Origin: Council Mandate

| Article 54(1), point (j)

(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.

(j) a short summary of the Al
projectsystem developed in the
sandbox, its objectives,
hypotheses, and expected results,
published on the website of the

() 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

() a short summary of the Al
projectsystem developed in the
sandbox, its objectives and
expected results published on the
website of the competent

540 competent authorities-; obligation shall not cover sensitive | authorities. /[This obligation shall
operational data in relation to the | not cover sensitive operational
activities of law enforcement, data in relation to the activities of
border control, immigration or law enforcement, border control,
asylum_authorities. immigration or asylum

authorities.|
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

Text Origin: Council Mandate

| Article 54(1a)

540a

la. For the purpose of
prevention, investigation,

detection or prosecution of
criminal offences or the execution
of criminal penalties, including

the safeguarding against and the

prevention of threats to public

security, under the control and
responsibility of law enforcement
authorities, the processing of
personal data in Al regulatory

sandboxes shall be based on a
specific Member State or Union
law and subject to the same
cumulative conditions as referred
to in paragraph 1.

Article 54(2)

2. Paragraph 1 is without prejudice
to Union or Member States
legislation excluding processing
for other purposes than those

2. Paragraph 1 is without prejudice
to Union or Member States
legislation excluding processing
for other purposes than those

2. Paragraph 1 is without prejudice
to Union or Member States

lesistation-exeludinelaws laying

down the basis for the processing

2. Paragraph 1 is without prejudice
to Union or Member States
legislation excluding processing
for other purposes than those

| 4 explicitly mentioned in that explicitly mentioned in that of personal data which is explicitly mentioned in that
legislation. legislation. necessary for the purpose of legislation, as well as to Union or
developing, testing and training of | Member States laws laying down
innovative Al systems or any other | the basis for the processing of
legal basis, in compliance with personal data which is necessary
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EP Mandate

Ceouncil Mandate

Commission Proposal

Union law on the protection of

Draft Agreement

for the purpose of developing,

personal datafor-otherpuiposes
- S9N ol

testing and training of innovative
Al systems or any other legal
basis, in compliance with Union
law on the protection of personal
data.

Text Origin: Council Mandate

Article 54a new

541a

54a Promotion of Al research
and development in support of
socially and environmentally
beneficial outcomes

1. Member States shall 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 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,
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EP Mandate

Ceouncil Mandate

Commission Proposal

including from relevant EU funds,

for Al 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
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.

Draft Agreement

| Article 5

Article 55 Article 55 Article 55 Article 55
Measures for small-scale providers _Measures for smati-seate Support measures for operators, | Measures for smetl-seale-providers
542 and users providersSMES, start-ups and in particular SMEs, including and users-deployers, in particular
users start-ups weasurestor-smeati-seate SME:s, including start-ups
el
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Commission Proposal EP Mandate Ceouncil Mandate Draft Agreement
Article 55(1)
1. Member States shall undertake | 1. Member States shall undertake | 1. Member States shall undertake | 1. Member States shall undertake
543 | the following actions: the following actions: the following actions: the following actions:
Text Origin: Council Mandate
| Article 55(1), point (a) |

544

(a) provide small-scale providers
and start-ups with priority access to
the Al regulatory sandboxes to the
extent that they fulfil the eligibility
conditions;

(a) provide small-seale
providersSMEs and start-ups,
established in the Union, with
priority access to the Al regulatory
sandboxes, to the extent that they
fulfil the eligibility conditions;

(a) provide small-sealeproviders
andSMES, including start-ups,
with priority access to the Al
regulatory sandboxes to the extent
that they fulfil the eligibility
eonditionsand selection criteria;

(a) provide small-sealeproviders
andSMES, including start-ups,
having a registered office or a
branch in the Union, with priority
access to the Al regulatory
sandboxes, to the extent that they
fulfil the eligibility conditions_and
selection criteria.

The priority access shall not
preclude other SMEs including

start-ups other than those referred
to in the first subparagraph to
access to the Al regulatory
sandbox, provided that they fulfil
the eligibility conditions and
selection criteria,

| Article 5

5(1), point (b)

545

(b) organise specific awareness
raising activities about the
application of this Regulation
tailored to the needs of the small-

(b) organise specific awareness
raising and enhanced digital skills
development activities ebouton the
application of this Regulation

(b) organise specific awareness
raising and training activities
about the application of this
Regulation tailored to the needs of

(b) organise specific awareness
raising and training activities
abouton the application of this
Regulation tailored to the needs of
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EP Mandate

Ceouncil Mandate

Commission Proposal

scale providers and users;

tailored to the needs of the-smail-
seate-providersSMES, start-ups

and users;

the & . seasproviders-cd
wsersSMES, including start-ups,
and, as appropriate, local public

Draft Agreement
thommredllreqlopreridered
wsersSMEs including start-ups,
users and, as appropriate, local

authorities;

public authorities;

| Article 5

5(1), point (c)

(c) where appropriate, establish a
dedicated channel for
communication with small-scale
providers and user and other
innovators to provide guidance and
respond to queries about the
implementation of this Regulation.

(c) utilise existing dedicated
channels and where appropriate,
establish anew dedicated
eheannetchannels for
communication with smatl-seate

providers-and-wserSMES, start-

(c) where appropriate, establish a
dedicated channel for
communication with smeall-seale
pesilep eyl con Lo
nnovatorsSMES, including start-
ups and, as appropriate, local

ups, users and other innovators to

public authorities to provide

(c) wutilise existing dedicated
channels and where appropriate,

establish e-dedieated-channelnew
ones for communication with
stert-scate-providerseandaserand
otherinnovatorsSMESs including
start-ups, users, other innovators

e provide guidance and respond to euidaneceadvice and respond to and, as appropriate, local public
queries about the implementation queries about the implementation authorities to provide
of this Regulation:; of this Regulation, including as suidaneeadvice and respond to
regards participation in AI queries about the implementation
regulatory sandboxes. of this Regulation, including as
regards participation in AI
regulatory sandboxes.;
| Article 55(1), point (ca)
(ca) foster the participation of (ca) facilitate the participation of
SMEs and other relevant SMEs and other relevant
546a stakeholders in the stakeholders in the
standardisation development standardisation development
process. process.
| Article 55(2)
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Commission Proposal

2. The specific interests and needs
of the small-scale providers shall
be taken into account when setting
the fees for conformity assessment
under Article 43, reducing those
fees proportionately to their size
and market size.

EP Mandate

2. The specific interests and needs
of the smat—secaleprovidersSMES,
start-ups and users shall be taken
into account when setting the fees
for conformity assessment under
Article 43, reducing those fees
proportionately to development
stage, their size, market size and
market sizedemand. The
Commission shall regularly assess
the certification and compliance

Ceouncil Mandate

2. The specific interests and needs
of the small-scaleSME providers,
including start-ups, shall be taken
into account when setting the fees
for conformity assessment under
Article 43, reducing those fees
proportionately to their size,
market size and other relevant

Draft Agreement

2. The specific interests and needs
of the smatt-sealeSME providers,
including start-ups, shall be taken
into account when setting the fees
for conformity assessment under
Article 43, reducing those fees
proportionately to their size,
market size and other relevant

indicators-and-market-size.

indicators-andmarket-size.

547 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 for in
Article 84(2).
| Article 55(2a)
5474 2a. The Commission shall 2a. The Commission shall
undertake the following actions: undertake the following actions:
| Article 55(2a), point (a) |
547b
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EP Mandate

Ceouncil Mandate

Commission Proposal

(a) upon request of the AI Board,
provide standardised templates for

Draft Agreement

(a) upon request of the [AI
Board], provide standardised

the areas covered by this
Regulaiion;

templates for the areas covered by
this Regulation;

| Article 55(2a), point (b)

547¢

(b) develop and maintain a single
information platform providing

(b) develop and maintain a single
information platform providing

easy to use information in relation

easy to use information in relation

to this Regulation for all operators

to this Regulation for all operators

across the Union;

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 the
convergence of best practices in

(d) evaluate and promote the
convergence of best practices in

S public procurement procedures in | public procurement procedures in
relation to Al systems. relation to Al systems.
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Articles 60-68e (with the exception of Articles 63a and 68b)

Commission Proposal EP Mandate Council Mandate Draft Agreement
Article 60
Article 60 Article 60 Article 60 Article 60
EU database for stand-alone high- | EU database for stand-atone-high- EU database for high-risk AI EU database for high-risk Al
risk Al systems risk Al systems systems listed in Annex IIIEU systems listed in Annex IIIEU
ALsvstens Alsvstents
Text Origin: Council Mandate
| Article 60(1) |
1. The Commission shall, in 1. The Commission shall, in 1. The Commission shall, in 1. The Commission shall, in
collaboration with the Member collaboration with the Member collaboration with the Member collaboration with the Member
States, set up and maintain a EU States, set up and maintain a public | States, set up and maintain a EU States, set up and maintain a EU
database containing information EU database containing database containing information database containing information
referred to in paragraph 2 information referred to in referred to in paragraph 2 referred to in parasraph2
concerning high-risk Al systems parasraph-2-paragraphs 2 and 2a | concerning relevant operators and | paragraphs 2 [and 2a] concerning
referred to in Article 6(2) which concerning high-risk Al systems high-risk Al systems referredto-i# | high-risk Al systems referred to in
are registered in accordance with referred to in Article 6(2)6 (2) Artiete-6(2listed in Annex I11 Article 6(2) which are registered in
581 Article 51. which are registered in accordance | which are registered in accordance | accordance with A#tiete 51 Articles
with Article 51. with Artiele 5L Articles 51 and 54a. | 51 Jand 54a]. When setting the
When setting the fuctional functional specifications of such
specifications of such database, database, the Commission shall
the Commission shall consult the consult the relevant experts, and
Al Board. when _updating the functional
specifications of such database,
the Commission shall consult the
[AI Board/Office].
| Article 60(2) |
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Commission Proposal EP Mandate Ceouncil Mandate Draft Agreement
2. The data listed in Annex VIII 2. The data listed in Annex VIII, 2. The data listed in Annex VIII, 2. The data listed in Annex VIII,
shall be entered into the EU Section A, shall be entered into the | Part I, shall be entered into the EU | Section A, shall be entered into the
database by the providers. The EU database by the providers.—Fke | database by the providers, EU database by the providers—#ke
Commission shall provide them Connnissionshati-provide-then authorised representatives and Comnission-shatiprovide-thent
with technical and administrative seith-techiical-and-admrinistrative relevant users, as applicable, upon | with-technicat-and-administrative
support. el their registration.—e support or where applicable the
Conmission _The data listed in authorised representatives.
Annex VIII, Part I, I to 11, shall
administrative-supportbe entered
into the EU database by the
o580 providers, or where applicable by
the authorised representative, in
accordance with Article 51. The
data referred in Annex VIII, Part
11, 12 shall be automatically
generated by the database based
on the information provided by
relevant users pursuant to Article
51(2). The data listed in Annex
VIIIa shall be entered into the
database by the prospective
providers or providers in
accordance with Article 54a.
Article 60(2a)
2a. The data listed in Annex VIII, 2a. The data listed in Annex VIII,
5824 Section B, shall be entered into Section B, shall be entered into
the EU database by the deployers the EU database by the deployers
who are or who act on behalf of who are or who act on behalf of
public authorities or Union public authorities, agencies or
13157/23 RB/ek
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Commission Proposal

EP Mandate

institutions, bodies, offices or
agencies and by deployers who are
undertakings referred to in Article
51(la) and (1b).

Ceouncil Mandate

Draft Agreement

bodies, according to articles
S1(1a) and (1b).

| Article 60(3)

3. Information contained in the EU
database shall be accessible to the
public.

3. Information contained in the EU
database shall be aceessiblefreely
available to the public, user-
friendly and accessible, easily

navigable and machine-readable
containing structured digital data
based on a standardised protocol.

deleted

should be easily navigable and
machine-readable. [The
information registered in

|
3. Information contained in the EU
database registered in accordance
with Article 51 shall be accessible
and publicly available in a user
friendly manner. The information

583 accordance with Article 54a shall
be accessible only to market
surveillance authorities and the
Commission, unless the
prospective provider or provider
has given consent for making this
information also accessible to-the
public./
| Article 60(4)
4. The EU database shall contain 4. The EU database shall contain 4. The EU database shall contain 4. The EU database shall contain
584 personal data only insofar as personal data only insofar as no personal data-enh-insofar—eas personal data only insofar as
necessary for collecting and necessary for collecting and e e et ] necessary for collecting and
processing information in processing information in proeessing, except for the processing information in
accordance with this Regulation. accordance with this Regulation. information _listed in Annex VIII, accordance with this Regulation.
13157/23 RB/ek 82
ANNEX TREE.2.B LIMITE EN



Commission Proposal

That information shall include the
names and contact details of
natural persons who are
responsible for registering the
system and have the legal authority
to represent the provider.

EP Mandate

That information shall include the
names and contact details of
natural persons who are
responsible for registering the
system and have the legal authority
to represent the provider or the
deployer which is a public
authority or Union institution,

Ceouncil Mandate

Resbatio v—F ba- nformation shall

Dordleisia Nt
to-represent-the-providerbe without

Draft Agreement

That information shall include the
names and contact details of
natural persons who are
responsible for registering the
system and have the legal authority
to represent the provider or the
deployer, as applicable.

prejudice to Article 70.

body, office or agency or a
deplover acting on their behalf or
a deployer which is an
undertaking referred to in Article
51(1a)(b) and (1b).

| Article 60(5)

5. The Commission shall be the
controller of the EU database. It
shall also ensure to providers
adequate technical and

5. The Commission shall be the
controller of the EU database. It
shall also ensure to providers and
deployers adequate technical and

5. The Commission shall be the
controller of the EU database. It
shall alse-enswremake available to
providers, prospective providers

5. The Commission shall be the
controller of the EU database. It
shall alse-enswre-tomake available
to providers, prospective providers

585 | administrative support. administrative support. and users adequate technical and and deployers adequate technical
The database shall comply with | administrative support. and administrative support._The
the accessibility requirements of database shall comply with the
Annex I to Directive (EU) applicable accessibility
2019/882. requirements.
| Article 60(5a)
Sa. Information contained in the
585a EU database registered in
accordance with Article 51 shall
be accessible to the public. The
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Commission Proposal

EP Mandate

Ceouncil Mandate

information registered in
accordance with Article 54a shall
be accessible only to market
surveillance authorities and the
Commission, unless the
prospective provider or provider
has given consent for making this
information also accessible the

public.

Draft Agreement

TITLE VIII |
TITLE VIII TITLE VIII TITLE VIII TITLE VIII
POST-MARKET MONITORING, | POST-MARKET MONITORING, | POST-MARKET MONITORING, | POST-MARKET MONITORING,
INFORMATION SHARING, INFORMATION SHARING, INFORMATION SHARING, INFORMATION SHARING,
586 MARKET SURVEILLANCE MARKET SURVEILLANCE MARKET SURVEILLANCE MARKET SURVEILLANCE
Text Origin: Commission
Proposal
| Chapter 1
Chapter 1 Chapter 1 Chapter 1 Chapter 1
. Post-market monitoring Post-market monitoring Post-market monitoring Post-market monitoring
Text Origin: Commission
Proposal
Article 61 |
588 Article 61 Article 61 Article 61 Article 61
Post-market monitoring by Post-market monitoring by Post-market monitoring by Post-market monitoring by
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

providers and post-market
monitoring plan for high-risk Al
systems

providers and post-market
monitoring plan for high-risk Al
systems

providers and post-market
monitoring plan for high-risk Al
systems

providers and post-market
monitoring plan for high-risk Al
systems

Text Origin: Commission

Proposal

| Article 6

1(1)

1. Providers shall establish and
document a post-market
monitoring system in a manner that
is proportionate to the nature of the

1. Providers shall establish and
document a post-market
monitoring system in a manner that
is proportionate to the nature of the

1. Providers shall establish and
document a post-market
monitoring system in a manner that

is proportionate to the reture-of the
ol isstalli boloo

1. Providers shall establish and
document a post-market
monitoring system in a manner that
is proportionate to the nature of the

589 | artificial intelligence technologies | artificial intelligence technologies , artificial intelligence technologies
and the risks of the high-risk Al and the risks of the high-risk Al and-therisks of the high-risk Al and the risks of the high-risk Al
system. system. system. system.
Text Origin: Commission
Proposal
Article 61(2)

2. The post-market monitoring 2. The post-market monitoring 2. In order to allow the provider 2. The post-market monitoring
system shall actively and system shall actively and to evaluate the compliance of Al system shall actively and
systematically collect, document systematically collect, document systems with the requirements set | systematically collect, document
and analyse relevant data provided | and analyse relevant data provided | outin Title ITI, Chapter 2 and analyse relevant data which
by users or collected through other | by #sersdeployers or collected throughout their life cycle, the may be provided by users-or

| 590 —— .
sources on the performance of through other sources on the post-market monitoring system deployers or which may be
high-risk Al systems throughout performance of high-risk Al shall getivebcmelorsiemeticathy collected through other sources on
their lifetime, and allow the systems throughout their lifetime, collect, document and analyse the performance of high-risk Al
provider to evaluate the continuous | and allow the provider to evaluate | relevant data, which may be systems throughout their lifetime,
compliance of Al systems with the | the continuous compliance of Al provided by users or which may be | and allow the provider to evaluate
requirements set out in Title III, systems with the requirements set | collected through other sources on | the continuous compliance of Al
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

Chapter 2.

out in Title III, Chapter 2. Where
relevant, post-market monitoring
shall include an analysis of the

the performance of high-risk Al
systems, This obligation shall not
cover sensitive operational data of

systems with the requirements set
out in Title III, Chapter 2._Where
relevant, post-market monitoring

interaction with other Al systems

USerS-th o howithen Lfetime—and

environment, including other
devices and software taking into
account the rules applicable from
areas such as data protection,
intellectual property rights and

etovethep vl gto— e Heate-Hie
eontinrous-complianee of Al
systems with-theregiirenents-set
out-inLitte Hi—Chapter2which_are

shall include an analysis of the
interaction with other Al systems.
[This obligation shall not cover
sensitive operational data of users
which are law enforcement

law enforcement authorities.

competition law.

authorities.|

Article 6

1(3)

3. The post-market monitoring
system shall be based on a post-
market monitoring plan. The post-
market monitoring plan shall be
part of the technical documentation
referred to in Annex IV. The
Commission shall adopt an

3. The post-market monitoring
system shall be based on a post-
market monitoring plan. The post-
market monitoring plan shall be
part of the technical documentation
referred to in Annex IV. The
Commission shall adopt an

3. The post-market monitoring
system shall be based on a post-
market monitoring plan. The post-
market monitoring plan shall be
part of the technical documentation
referred to in Annex IV. The
Commission shall adopt an

3. The post-market monitoring
system shall be based on a post-
market monitoring plan. The post-
market monitoring plan shall be
part of the technical documentation
referred to in Annex IV. The
Commission shall adopt an

| 591 implementing act laying down implementing act laying down implementing act laying down implementing act laying down
detailed provisions establishing a detailed provisions establishing a detailed provisions establishing a detailed provisions establishing a
template for the post-market template for the post-market template for the post-market template for the post-market
monitoring plan and the list of monitoring plan and the list of monitoring plan and the list of monitoring plan and the list of
elements to be included in the plan. | elements to be included in the plan | elements to be included in the plan. | elements to be included in the plan
by [twelve months after the date of by [six months before the entry
entry into force of this into application of this
Regulation]. Regulation].
Article 61(4), first subparagraph
| 5 4. For high-risk Al systems 4. For high-risk Al systems 4. For high-risk Al systems 4. For high-risk Al systems
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Commission Proposal

covered by the legal acts referred
to in Annex II, where a post-
market monitoring system and plan
is already established under that
legislation, the elements described
in paragraphs 1, 2 and 3 shall be
integrated into that system and plan
as appropriate.

EP Mandate

covered by the legal acts referred
to in Annex II, where a post-
market monitoring system and plan
is already established under that
legislation, the elements described
in paragraphs 1, 2 and 3 shall be
integrated into that system and plan
as appropriate.

Ceouncil Mandate

covered by the legal acts referred
to in Annex I, Section A, where a
post-market monitoring system and
plan is already established under
that legislation, the efements
oseribeci y AP
3post-market monitorin
documentation_as prepared under

Draft Agreement

covered by the legal acts referred
to in Annex I, Section A, where a
post-market monitoring system and
plan is already established under
that legislation, the efenents
3post-market monitorin
documentation_as prepared under

that legislation shall be integrated
e
appropriatedeemed sufficient,
provided that the template referred

that legislation shall be integrated
e
appropriatedeemed sufficient,
provided that the template referred

to paragraph 3 is used.

to paragraph 3 is used.

Article 6

1(4), second subparagraph

The first subparagraph shall also
apply to high-risk Al systems
referred to in point 5(b) of Annex
III placed on the market or put into

The first subparagraph shall also
apply to high-risk Al systems
referred to in point 5(b) of Annex
III placed on the market or put into

The first subparagraph shall also
apply te-high-risk Al systems
referred to in point 3¢5}5 of Annex
III placed on the market or put into

The first subparagraph shall also
apply to-high-risk Al systems
referred to in point 3¢5)5 of Annex
I placed on the market or put into

service by credit institutions service by credit institutions service by ereditfinancial service by ereditfinancial
593 regulated by Directive regulated by Directive institutions regutated-by-Directive | institutions regutated-by-Directive
2013/36/EU. 2013/36/EU. 204336/EUthat are subject to 204336/EUthat are subject to
requirements regarding their requirements regarding their
internal governance, internal governance,
arrangements or processes under | arrangements or processes under
Union financial services Union financial services
legislation. legislation.
| Chapter 2 |
594
Chapter 2 Chapter 2 Chapter 2 Chapter 2
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Commission Proposal EP Mandate Ceouncil Mandate Draft Agreement
Sharing of information on incidents | Sharing of information on incidents | Sharineofinformationon-incidents | Sharineofinformationon-incidents
and malfunctioning and malfunctioning and-malfinetioningSHARING OF | andwmalfunctionineSHARING OF
INFORMATION ON SERIOUS INFORMATION ON SERIOUS
INCIDENTS INCIDENTS
Text Origin: Council Mandate
| Article 62 |
Article 62 Article 62 Article 62 Article 62
Reporting of serious incidents and | _Reporting of serious incidents a# Reporting of serious incidents Reporting of serious incidents
595 of malfunctioning et e e Henegile e anfopne doni e con D | Besontine ol lone fael o
et e e e e e
Text Origin: Council Mandate
| Article 62(1), first subparagraph

1. Providers of high-risk Al
systems placed on the Union
market shall report any serious

1. Providers and, where deployers
have identified a serious incident,
deployers of high-risk Al systems

1. Providers of high-risk Al
systems placed on the Union
market shall report any serious

1. Providers of high-risk Al
systems placed on the Union
market shall report any serious

incident or any malfunctioning of | placed on the Union market shall incident exanp-malfimetioningof | incident eranp-malfinetionineof
those systems which constitutes a report any serious incident erany | thesesystems-which-constitites-¢ e e e
breach of obligations under Union | meaifinetionine-of those systems Dpenedealoblicaiop gl Doy | oo Dabllectlogp ey o Lhodes
596 | law intended to protect which constitutes a breach of Lemitteel e ioprateat Lemitteel e ioprateat
fundamental rights to the market obligations under Union law fundamentalrishtsto the market ettt ot et
surveillance authorities of the intended to protect fundamental surveillance authorities of the ctreetleneestha st to the
Member States where that incident | rights to the market-siveittance Member States where that incident | market surveillance authorities of
or breach occurred. anthoritiesnational supervisory er-breaeh occurred. the Member States where that
authority of the Member States incident occurred.
where that incident or breach
occurred. la. As a general rule, the period
13157/23 RB/ek 88
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

for the reporting referred to in

paragraph 1 shall take account of
the MemberStates—vhere
thatseverity of the serious incident
or-breach-oceurred.

| Article 6

2(1), second subparagraph

597

Such notification shall be made
immediately after the provider has
established a causal link between
the Al system and the incident or
malfunctioning or the reasonable
likelihood of such a link, and, in
any event, not later than 15 days
after the providers becomes aware
of the serious incident or of the
malfunctioning.

_Such notification shall be made
itmmediatelywithout undue delay
after the provider, or, where
applicable the deployer, has
established a causal link between
the Al system and the incident or
malfunetioningor-the reasonable
likelihood of such a link, and, in
any event, not later than 5-days72

hours after the providers-beconres
> ettt

erprovider or, where applicable,
the deployer becomes aware of the

malfinetionineserious incident.

Such notification shall be made
immediately after the provider has
established a causal link between
the Al system and the serious
incident or medfiunetioning-or-the
reasonable likelihood of such a
link, and, in any event, not later
than 15 days after the providers
becomes aware of the serious

incident-e#of the-malfinectioning.

Swek1b. The notification referred
to in paragraph 1 shall be made
immediately after the provider has
established a causal link between
the Al system and the serious
incident or meatfunetioning—orthe
reasonable likelihood of such a
link, and, in any event, not later
than /15 days/ after the
providersprovider or, where
applicable, the deployer, becomes
aware of the serious incident,

Ic. Notwithstanding paragraph

1b, in the event of a widespread
infringement [or a serious
incident as defined in Article

3(44) point (b)] the report referred
to in paragraph 1 shall be
provided immediately, and not
later than 2 days after the provider
or, where applicable, the deployer
becomes aware of that incident.

1d. Notwithstanding paragraph

13157/23
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Draft Ag

1b, in the event of death of a
person the report shall be

provided immediately after the
provider or the deployer has
established or as soon as it
suspects a causal relationship
between the high-risk Al system
and the serious incident but not
later than 10 days after the date
on which the provider or, where
applicable, the deployer becomes
aware of the serious incident.

le. Where necessary to ensure
timely reporting, the provider or,
where applicable, the deployer,
may submit an initial report that is
incomplete followed up by a

complete report-or-of-the

ek et e,

Article 62(1a) |
Upon establishing a causal link la. Following the reporting of a
between the Al system and the serious incident pursuant to the
serious incident or the reasonable first subparagraph, the provider
likelihood of such a link, shall, without delay, perform the

v| 597a providers shall take appropriate necessary investigations in Y
corrective actions pursuant to relation to the serious incident
Article 21. and the Al system concerned. This
shall include a risk assessment of
the incident and corrective action.
The provider shall co-operate with
13157/23 RB/ek 90
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

the competent authorities and
where relevant with the notified
body concerned during the
investigations referred to in the
first subparagraph and shall not

perform _any investigation which
involves altering the Al system
concerned in a way which may
affect any subsequent evaluation
of the causes of the incident, prior
to informing the competent
authorities of such action.

Text Origin: EP Mandate

Article 6

2(2)

2. Upon receiving a notification
related to a breach of obligations
under Union law intended to
protect fundamental rights, the
market surveillance authority shall
inform the national public
authorities or bodies referred to in

2. Upon receiving a notification
related to a breach of obligations
under Union law intended to
protect fundamental rights, the
market-swiveillancenational
supervisory authority shall inform
the national public authorities or

2. Upon receiving a notification

related to a breachof oblications
o Lo Lervi ol

et

theserious incident referred to in

2. Upon receiving a notification

related to a breachof oblications
o Lo Lerwi ol

el

serious incident referred to in

Article 3(44)(c), the relevant
market surveillance authority shall

Article 3(44)(c), the relevant
[market surveillance authority/

598 | Article 64(3). The Commission bodies referred to in Article 64(3). | inform the national public shall inform the national public
shall develop dedicated guidance to | The Commission shall develop authorities or bodies referred to in | authorities or bodies referred to in
facilitate compliance with the dedicated guidance to facilitate Article 64(3). The Commission Article 64(3). The Commission
obligations set out in paragraph 1. | compliance with the obligations set | shall develop dedicated guidance to | shall develop dedicated guidance to
That guidance shall be issued 12 out in paragraph 1. That guidance | facilitate compliance with the facilitate compliance with the
months after the entry into force of | shall be issued 12-#onthsafter-by | obligations set out in paragraph 1. | obligations set out in paragraph 1.
this Regulation, at the latest. [the entry into force of this That guidance shall be issued 12 That guidance shall be issued 12
Regulation«tthetatest] and shall | months after the entry into force of | months after the entry into force of
be assessed regularly. this Regulation, at the latest. this Regulation, at the latest, and
13157/23 RB/ek 91
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shall be assessed regularly.

Article 62(2a)
2a. The national supervisory 2a. The market surveillance
authority shall take appropriate authority shall take appropriate
measures within 7 days from the measures within 7 days from the
date it received the notification date it received the notification
referred to in paragraph 1. Where referred to in paragraph 1. Where

| 5984 the infringement takes place or is the infringement takes place or is

likely to take place in other likely to take place in other
Member States, the national Member States, the market
supervisory authority shall notify surveillance authority shall notify
the Al Office and the relevant [the Al Office] and the relevant
national supervisory authorities of [national supervisory authorities]
these Member States. of these Member States.

Article 62(3)

3. For high-risk Al systems
referred to in point 5(b) of Annex
III which are placed on the market
or put into service by providers that

3. For high-risk Al systems

referred to in peirt-5{b)}-of Annex
111 s+hichthat are placed on the

market or put into service by

3. For high-risk Al systems
referred to in point 3¢}5 of Annex
III which are placed on the market
or put into service by providers that

3. For high-risk Al systems

referred to in peint{h)-of Annex
I s+hichthat are placed on the

market or put into service by

are credit institutions regulated by | providers that are eredit-institutions | are ereditfinancial institutions providers that are eredit-institutions
509 Directive 2013/36/EU and for pesmplegeclhye Ditvpssipe D010 22 LD | eoemlo o Db Ditvonsion DAL 0080 LD | ey Ll Dlipapion 1010 20 LT
high-risk Al systems which are B e e L [ e R R B e e s o S L ER
safety components of devices, or B R e R L e RS B COTIP GHerHS-ofdevices
are themselves devices, covered by | erarethemselvesdevices—covered | er-arethemselvesdevices—covered | erarethemselvesdevices—covered
Regulation (EU) 2017/745 and bysubject to Union legislative by-Resutation- () 20H-74745-and | bysubject to Union legislative
Regulation (EU) 2017/746, the instruments laying down reporting 2 that are | instruments laying down reporting
notification of serious incidents or | obligations equivalent to those set | subject to requirements regarding | obligations equivalent to those set
malfunctioning shall be limited to | out in this Regulation£th) their internal governance, out in this Regulation£thH
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Commission Proposal EP Mandate Ceouncil Mandate Draft Agreement
those that that constitute a breach S e L o LD arrangemenis or processes under | 2017/745-and-Resutation{E£L)
of obligations under Union law 204-7/746, the notification of Union financial services 2047746, the notification of
intended to protect fundamental serious incidents exmalfunctioninge | legisiation, the notification of serious incidents-e##iclfunctionine
rights. selrertl b ettt thres ettt serious incidents ermalfunetioning | shall be limited to those thattheat
econstituteconstituting a breach of | shall be limited to those #at-that el P b e
oblisationsfundamental rights constitttte-breact A | lioe Hons wncler-Ciiion-le—trended-o
under Union law intended-to wele bt L il welec b protectfundamentalrishtsreferred
protectfundamentatrichtsshall be | protectfundamentalvichtsreferred | to in Article 3(44) (c).
transferred to the national to in Article 3(44)(c).
supervtsorv authorttv. Text Origin: EP Mandate
| Article 62(3a) |
3a. For high-risk Al systems 3a. For high-risk Al systems
which are safety components of which are safety components of
devices, or are themselves devices, | devices, or are themselves devices,
covered by Regulation (EU) covered by Regulation (EU)
2017/745 and Regulation (EU) 2017/745 and Regulation (EU)
2017/746 the notification of 2017/746 the notification of
serious incidents shall be limited serious incidents shall be limited
599a to those referred to in Article to those referred to in Article
3(44)(c) and be made to the 3(44)(c) and be made to the
national competent authority national competent authority
chosen for this purpose by the chosen for this purpose by the
Member States where that Member States where that
incident occurred. incident occurred.
Text Origin: Council Mandate
Article 62(3b) |
v| 599b . . . . v
3a. National supervisory 3a. National supervisory
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EP Mandate

Ceouncil Mandate

Draft Agreement

Commission Proposal

authorities shall on an annual
basis notify the Al Office of the
serious incidents reported to them
in_accordance with this Article.

authorities shall [on an annual
basis] notify [the Al Office] of the
serious incidents reported to them
in_accordance with this Article.

Text Origin: EP Mandate

Chapter 3
600 Chapter 3 Chapter 3 Chapter 3
Enforcement Enforcement Enforcement
| Article 63
Article 63 Article 63 Article 63
601 Market surveillance and control of | Market surveillance and control of | Market surveillance and control of
Al systems in the Union market Al systems in the Union market Al systems in the Union market
Article 63(1)
1. Regulation (EU) 2019/1020 1. Regulation (EU) 2019/1020 1. Regulation (EU) 2019/1020 1. Regulation (EU) 2019/1020
shall apply to Al systems covered | shall apply to Al systems and shall apply to Al systems covered | shall apply to Al systems and
by this Regulation. However, for foundation models covered by this | by this Regulation. However, for (foundation models) covered by
v| 602 | the purpose of the effective Regulation. However, for the the purpose of the effective this Regulation. However, for the
enforcement of this Regulation: purpose of the effective

enforcement of this Regulation:

purpose of the effective
enforcement of this Regulation:

enforcement of this Regulation:

Text Origin: EP Mandate

Article 63(1), point (a)

603
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Commission Proposal

(a) any reference to an economic
operator under Regulation (EU)
2019/1020 shall be understood as
including all operators identified in
Title III, Chapter 3 of this
Regulation;

EP Mandate

(a) any reference to an economic
operator under Regulation (EU)
2019/1020 shall be understood as
including all operators identified in
Title III, Chapter 3 of this
Regulation;

Ceouncil Mandate

(a) any reference to an economic
operator under Regulation (EU)
2019/1020 shall be understood as
including all operators identified in

Fitte HE—-Chapter3_Article 2 of

this Regulation;

Draft Agreement

(a) any reference to an economic
operator under Regulation (EU)
2019/1020 shall be understood as
including all operators identified in

Fitte HE-Chapter3_Article 2(1) of

this Regulation;

Text Origin: Council Mandate

| Article 6

3(1), point (b)

(b) any reference to a product
under Regulation (EU) 2019/1020

(b) any reference to a product
under Regulation (EU) 2019/1020

(b) any reference to a product
under Regulation (EU) 2019/1020

604 shall be understood as including all | shall be understood as including all | shall be understood as including all
Al systems falling within the scope | Al systems falling within the scope | Al systems falling within the scope
of this Regulation. of this Regulation. of this Regulation.
Article 63(1), point (ba)
(ba) the national supervisory
authorities shall act as market
surveillance authorities under this
v| 604a Regulation and have the same Y
powers and obligations as market
surveillance authorities under
Regulation (EU) 2019/1020.
Article 63(2)
v| 605 | 2. The national supervisory 2. The national supervisory 2. Fhenatiohed-supervisory 2. Fhenationel-supervisory Y
authority shall report to the authority shall report to the ettt died e p et ettt died e p et
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

Commission on a regular basis the
outcomes of relevant market
surveillance activities. The national
supervisory authority shall report,
without delay, to the Commission
and relevant national competition
authorities any information
identified in the course of market
surveillance activities that may be
of potential interest for the
application of Union law on
competition rules.

Commission e#aresular-basisand
the Al Office annually the
outcomes of relevant market
surveillance activities. The national
supervisory authority shall report,
without delay, to the Commission
and relevant national competition
authorities any information
identified in the course of market
surveillance activities that may be
of potential interest for the
application of Union law on
competition rules.

7 ““. a 7S “ -
ortcomes-of retevant-As part of

their reporting obligations under

- S —
ontecomes-of retevant-As part of

their reporting obligations under

Article 34(4) of Regulation (EU)

Article 34(4) of Regulation (EU)

2019/1020, the market surveillance
ityauthorities shall report;
without-delay: to the Commission
‘ ; : =se-of-about
the outcomes of relevant market
surveillance activities that#ay-be
eompetitionrules-under this
Regulation.

2019/1020, the market surveillance

ityauthorities shall report,
withount(annually/without delay),
to the Commission and relevant
national competition authorities
any information identified in the
course of market surveillance
activities that may be of potential
interest for the application of
Union law on competition rules.
They shall also annually report to
the Al Office about the use of
prohibited practices that occurred
during that year and about the
measures taken.

Last sentence from 631a

Text Origin: Council Mandate

Article 6

3(3)

3. For high-risk Al systems,
related to products to which legal

3. For high-risk Al systems,
related to products to which legal

3. For high-risk Al systems,
related to products to which legal

3. For high-risk Al systems,
related to products to which legal

vl 606 acts listed in Annex II, section A acts listed in Annex II, section A acts listed in Annex II, section A acts listed in Annex II, section A
apply, the market surveillance apply, the market surveillance apply, the market surveillance apply, the market surveillance
authority for the purposes of this authority for the purposes of this authority for the purposes of this authority for the purposes of this
Regulation shall be the authority Regulation shall be the authority Regulation shall be the authority Regulation shall be the authority
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Commission Proposal EP Mandate Ceouncil Mandate Draft Agreement
responsible for market surveillance | responsible for market surveillance | responsible for market surveillance | responsible for market surveillance
activities designated under those activities designated under those activities designated under those activities designated under those
legal acts. legal acts. legal acts_or, in justified legal acts_(or, in justified

circumstances and provided that circumstances and provided that
coordination is ensured, another coordination is ensured, another
relevant authority identified by the | relevant market surveillance
Member State. authority identified by the
Member State).
Text Origin: Council Mandate
Article 63(3a)
3a. The procedures referred toin | 3a. The procedures referred to in
Articles 65, 66, 67 and 68 of this Articles 65, 66, 67 and 68 of this
Regulation shall not apply to AI Regulation shall not apply to AI
systems related to products, to systems related to products, to
which legal acts listed in Annex which legal acts listed in Annex
11, section A apply, when such 11, section A apply, when such
6062 legal acts already provide for legal acts already provide for
procedures having the same procedures ensuring an
objective. In such a case, these equivalent level of protection and
sectoral procedures shall apply having the same objective. In such
instead. a case, these sectoral procedures
shall apply instead
Text Origin: Council Mandate
| Article 63(3b)
606b 3a. For the purpose of ensuring 3a. 3a. Without prejudice to the
the effective enforcement of this powers of market surveillance
13157/23 RB/ek
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Regulation, national supervisory
authorities may:

(a) carry out unannounced on-
site and remote inspections of
high-risk Al systems;

(b) acquire samples related to
high-risk Al systems, including
through remote inspections, to
reverse-engineer the Al systems
and to acquire evidence to identify
non-compliance.

Draft Ag

authorities under Article 14 of
Regulation 2019/1020, for the
purpose of ensuring the effective
enforcement of this Regulation,
national supervisory authorities
may exercise the powers referred
to in Article 14(4)(d) and (j) of
Regulation 2019/1020 remotely as
appropriate.

Text Origin: EP Mandate

Article 6

3(4)

4. For Al systems placed on the
market, put into service or used by
financial institutions regulated by
Union legislation on financial
services, the market surveillance
authority for the purposes of this
Regulation shall be the relevant
authority responsible for the

4. For Al systems placed on the
market, put into service or used by
financial institutions regulated by
Union legislation on financial
services, the market surveillance
authority for the purposes of this
Regulation shall be the relevant
authority responsible for the

4. For high-risk Al systems placed
on the market, put into service or
used by financial institutions
regulated by Union legislation on
financial services, the market
surveillance authority for the
purposes of this Regulation shall
be the relevant national authority

4. For high-risk Al systems placed
on the market, put into service or
used by financial institutions
regulated by Union legislation on
financial services, the market
surveillance authority for the
purposes of this Regulation shall
be the relevant national authority

607 | financial supervision of those financial supervision of those responsible for the financial responsible for the financial
institutions under that legislation. institutions under that legislation. supervision of those institutions supervision of those institutions

under that legislation_in so far as under that legislation_in so far as

the placement on the market, the placement on the market,

putting into service or the use of putting into service or the use of

the Al system is in direct the Al system is in direct

connection with the provision of connection with the provision of

those financial services. those financial services.

Text Origin: Council Mandate
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0 on Propo
Article 63(4a), first subparagraph

607a

4a. By way of a derogation from
the previous subparagiraph, in

4a. By way of a derogation from
the previous subparagraph, in

Justified circumstances and

provided that coordination is

ensured, another relevant
authority may be identified by the

Justified circumstances and

provided that coordination is

ensured, another relevant
authority may be identified by the

Member State as market
surveillance authority for the
purposes of this Regulation.

Member State as market
surveillance authority for the
purposes of this Regulation.

Text Origin: Council Mandate

Article 63(4a), second subparagraph

National market surveillance
authorities supervising regulated

National market surveillance
authorities supervising regulated

credit institutions regulated under

credit institutions regulated under

Directive 2013/36/EU, which are

Directive 2013/36/EU, which are

participating in the Single
Supervisory Mechanism (SSM)

participating in the Single
Supervisory Mechanism (SSM)

established by Council Regulation

established by Council Regulation

No 1204/2013, should report,

No 1204/2013, should report,

| b without delay, to the European without delay, to the European
Central Bank any information Central Bank any information
identified in the course of their identified in the course of their
market surveillance activities that | market surveillance activities that
may be of potential interest for the | may be of potential interest for the
European Central Bank’s European Central Bank’s
prudential supervisory tasks as prudential supervisory tasks as
specified in that Regulation. specified in that Regulation.
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

Text Origin: Council Mandate

Article 6

3(5)

5. For Al systems listed in point
1(a) in so far as the systems are
used for law enforcement purposes,
points 6 and 7 of Annex III,
Member 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

5. For Al systems listed-in-point
Hea)in-sofar-asthe-systemsthat are
used for law enforcement purposes,
et e e L
Member 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-o#

5. For high-risk Al systems listed
in point 1(a) in so far as the
systems are used for law
enforcement purposes, points 6, 7
and 8-ard-7 of 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

5. For high-risk Al systems listed
in point 1(a) in so far as the
systems are used for law
enforcement purposes, points 6, 7
and 8-and-7 of 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

Regulation 2016/679 or the Preemlegio AL T 0 e s law enforcement, border control, law enforcement, border control,
national competent authorities netional-competerni-aithoriies immigration, asylum or judicial immigration, asylum or judicial
supervising the activities of the law | supervisingtheaetivities-of thetaw | authorities, or the competent data | authorities), or the competent data
608 | enforcement, immigration or B o e protection supervisory authorities protection supervisory authorities
asylum authorities putting into el e i e e e under Directive (EU) 2016/680, or | under Directive (EU) 2016/680, or
service or using those systems. B Regulation 2016/679. Market Regulation 2016/679. Market
surveillance activities shall in no surveillance activities shall in no
way affect the independence of way affect the independence of
judicial authorities or otherwise judicial authorities or otherwise
interfere with their activities when | interfere with their activities when
acting in their judicial capacity-e+ | acting in their judicial capacity-o+
.. 17,... £ thet .. 17,... £ thet
; P . ; P .
. L o . L o
. ] ' . ] '
Text Origin: Council Mandate
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Article 6

Commission Proposal

3(6)

EP Mandate

Ceouncil Mandate

Draft Agreement

6. Where Union institutions,
agencies and bodies fall within the
scope of this Regulation, the
European Data Protection

6. Where Union institutions,
agencies and bodies fall within the
scope of this Regulation, the
European Data Protection

6. Where Union institutions,
agencies and bodies fall within the
scope of this Regulation, the
European Data Protection

6. Where Union institutions,
agencies and bodies fall within the
scope of this Regulation, the
European Data Protection

609 Supervisor shall act as their market | Supervisor shall act as their market | Supervisor shall act as their market | Supervisor shall act as their market
surveillance authority. surveillance authority. surveillance authority. surveillance authority.
Text Origin: Commission
Proposal
Article 63(7) |
7. Member States shall facilitate 7. Member-States-shati-fuacilitare 7. Member States shall facilitate 7. Member States shall facilitate
the coordination between market threeaoreliaitaa-b e et the coordination between market the coordination between market
surveillance authorities designated | swveiltanceNational supervisory surveillance authorities designated | surveillance authorities designated
under this Regulation and other authorities designated under this under this Regulation and other under this Regulation and other
relevant national authorities or Regulation axdshall coordinate relevant national authorities or relevant national authorities or
bodies which supervise the with other relevant national bodies which supervise the bodies which supervise the
v| 610 | application of Union harmonisation | authorities or bodies which application of Union harmonisation | application of Union harmonisation | y
legislation listed in Annex II or supervise the application of Union | legislation listed in Annex II or legislation listed in Annex II or
other Union legislation that might | harmonisation fegislationlaw listed | other Union legislation that might | other Union legislation that might
be relevant for the high-risk Al in Annex II or other Union be relevant for the high-risk Al be relevant for the high-risk Al
systems referred to in Annex III. legistationlaw that might be systems referred to in Annex III. systems referred to in Annex III.
relevant for the high-risk Al - -
systems referred to in Annex II1. Text Origin: Commission
Proposal
Article 63(7a)
| 610a Za. Without prejudice to powers Z7a. Without prejudice to powers v
provided under Regulation (EU) provided under Regulation (EU)
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EP Mandate

Ceouncil Mandate

Commission Proposal

2019/1020, and where relevant

Draft Agreement
2019/1020, and where relevant

and limited to what is necessary to

and limited to what is necessary to

fulfil their tasks, the market

surveillance authorities shall be

fulfil their tasks, the market

surveillance authorities shall be

granted full access by the provider

granted full access by the provider

to the documentation as well as

to the documentation as well as

the training, validation and testing

the training, validation and testing

datasets used for the development

datasets used for the development

of the high-risk Al system,
including, where appropriate and

of the high-risk Al system,
including, where appropriate and

subject to security safeguards,

subject to security safeguards,

through application programming

through application programming

interfaces (‘API’) or other
relevant technical means and tools

interfaces (‘API’) or other
relevant technical means and tools

enabling remote access.

enabling remote access.

Text Origin: Council Mandate

Article 63(7b)
7b. Market surveillance 7b. Market surveillance
authorities shall be granted access | authorities shall be granted
to the source code of the high-risk | (access to the source code) of the
Al system upon _a reasoned high-risk Al system upon a
v| 610b request and only when the reasoned request and only when
following cumulative conditions the following cumulative
are fulfilled: conditions are fulfilled:
Text Origin: Council Mandate
Article 63(7b), point (a)
v| 610c
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EP Mandate

Ceouncil Mandate

Commission Proposal

(a) access to source code is
necessary to assess the conformity

Draft Agreement

(a) (access to source code) is
necessary to assess the conformity

of a high-risk Al system with the

of a high-risk Al system with the

requirements sei out in Title 111,

requirements set out in Title 111,

Chapter 2, and

Chapter 2, and

Text Origin: Council Mandate

Article 6

3(7b), point (b)

(b) testing/auditing procedures
and verifications based on the

(b) testing/auditing procedures
and verifications based on the

data and documentation provided

data and documentation provided

r| 610d by the provider have been by the provider have been
exhausted or proved insufficient. exhausted or proved insufficient.
Text Origin: Council Mandate
Article 63(7c)
7¢. Any information and 7¢. Any information and
documentation obtained by documentation obtained by
market surveillance authorities market surveillance authorities
v| 610 shall be treated in compliance shall be treated in compliance
with the confidentiality with the confidentiality
obligations set out in Article 70. obligations set out in Article 70.
Text Origin: Council Mandate
Article 63(7d), first subparagraph
1| elof 7d. Complaints to the relevant 7d,
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Commission Proposal

EP Mandate

Ceouncil Mandate

market surveillance authority can
be submiited by any natural or
legal person having grounds to
consider that there has been an
infringement of the provisions of
this Regulation.

Draft Agreement

Now in cell 649a

Text Origin: Council Mandate

Article 63(7d), second subparagraph

In accordance with Article
11(3)(e) and (7)(a) of Regulation
(EU) 2019/1020, complaints shall
be taken into account for the
purpose of conducting the market

as above.

Text Origin: Council Mandate

| 610z surveillance activities and be
handled in line with the dedicated
procedures established therefore
by the market surveillance
authorities.
Article 64
Article 64 Article 64 Article 64 Article 64
Access to data and documentation Access to data and documentation Aecessto-data-and Aecessto-data-and
doenmentationPowers of doecumentationPowers of
vl oll authorities protecting authorities protecting
fundamental rights fundamental rights
Text Origin: Council Mandate
Article 64(1)
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Commission Proposal

1. Access to data and

EP Mandate

1. Aceessto-dataand

Ceouncil Mandate

Draft Agreement

system with the requirements set
out in Title III, Chapter 2 and upon
a reasoned request, the market

v| 613 | surveillance authorities shall be
granted access to the source code
of the Al system.

system with the requirements set
out in Title III, Chapter 2, after all
other reasonable ways to verify
conformity including paragraph 1
have been exhausted and have
proven to be insufficient, and upon

a reasoned request, the market
swrveiltance-anthoritiesnational
supervisory authority shall be
granted access to the sewrece

documentation in the context of doecwmentation-In the context of deleted
their activities, the market their activities, and upon their
surveillance authorities shall be reasoned request the national
granted full access to the training, | supervisory authoritythe-warket
validation and testing datasets used | swrveillance-authorities shall be
by the provider, including through | granted full access to the training,
application programming interfaces | validation and testing datasets used
vl 612 (‘APT’) or other appropriate by the provider, ircludinethronsh
technical means and tools enabling | epplicationprosramming
remote access. B e I
where relevant, the deployer, that
are relevant and strictly necessary
for the purpose of its request
through appropriate technical
means and tools-erablineremote
e,
Article 64(2)
2. Where necessary to assess the 2. Where necessary to assess the
conformity of the high-risk Al conformity of the high-risk Al deleted

13157/23
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

codetraining and trained models
of the Al system, including its
relevant model parameters. All
information in line with Article 70
obtained shall be treated as
confidential information and shall
be subject to existing Union law
on the protection of intellectual
property and trade secrets and

shall be deleted upon the
completion of the investigation for
which the information was

requested.

Article 64(2a)
2a. Paragraphs 1 and 2 are
without prejudice to the

A 6134 procedural rights of the concerned

operator in accordance with
Article 18 of Regulation (EU)
2019/1020.

Article 64(3)

3. National public authorities or
bodies which supervise or enforce
the respect of obligations under

3. National public authorities or
bodies which supervise or enforce
the respect of obligations under

3. National public authorities or
bodies which supervise or enforce
the respect of obligations under

3. National public authorities or
bodies which supervise or enforce
the respect of obligations under

| o4 Union law protecting fundamental | Union law protecting fundamental | Union law protecting fundamental | Union law protecting fundamental
rights in relation to the use of high- | rights in relation to the use of high- | rights, including the right to non- | rights, including the right to non-
risk Al systems referred to in risk Al systems referred to in discrimination, in relation to the discrimination, in relation to the
Annex I1I shall have the power to Annex III shall have the power to use of high-risk Al systems use of high-risk Al systems
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

request and access any
documentation created or
maintained under this Regulation
when access to that documentation
is necessary for the fulfilment of
the competences under their
mandate within the limits of their
jurisdiction. The relevant public
authority or body shall inform the
market surveillance authority of the
Member State concerned of any
such request.

request and access any
documentation created or
maintained under this Regulation
when access to that documentation
is necessary for the fulfilment of
the competences under their
mandate within the limits of their
jurisdiction. The relevant public
authority or body shall inform the
marketswrveittancenational

supervisory authority of the
Member State concerned of any
such request.

referred to in Annex III shall have
the power to request and access
any documentation created or
maintained under this Regulation
when access to that documentation
is necessary for the fulfilment of
the competences under their
mandate within the limits of their
jurisdiction. The relevant public
authority or body shall inform the
market surveillance authority of the
Member State concerned of any
such request.

referred to in Annex III shall have
the power to request and access
any documentation created or
maintained under this Regulation
in_accesible language and format
when access to that documentation

is necessary for thefulfilment-of the

eompetencesundereffectively
fulfilling their mandate within the

limits of their jurisdiction. The
relevant public authority or body
shall inform the (market
surveillance authority) of the
Member State concerned of any
such request.

Text Origin: Council Mandate

Article 64(4)

4. By 3 months after the entering
into force of this Regulation, each
Member State shall identify the
public authorities or bodies
referred to in paragraph 3 and
make a list publicly available on

4. By 3three months after the
entering into force of this
Regulation, each Member State
shall identify the public authorities
or bodies referred to in paragraph 3
and make a list publicly available

4. By 3 months after the entering
into force of this Regulation, each
Member State shall identify the
public authorities or bodies
referred to in paragraph 3 and
make «the list publicly available

4. By 3three months after the
entering into force of this
Regulation, each Member State
shall identify the public authorities
or bodies referred to in paragraph 3
and make a list publicly available

OB the website of the national on the website of the national el b e S e e, on the website of the national
supervisory authority. Member supervisory authority. Member supervisory-anthority. Member supervisory authority. Member
States shall notify the list to the StatesNational supervisory States shall notify the list to the States(National supervisory
Commission and all other Member | authorities shall notify the list to Commission and all other Member | authorities) shall notify the list to
States and keep the list up to date. | the Commission, the AI Office, States and keep the list up to date. | the Commission, the (Al Office),
and all other Menrber and all other AMentber
Statesnational supervisory States(national supervisory
13157/23 RB/ek 107
ANNEX TREE.2.B LIMITE EN



Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

authorities and keep the list up to
date. The Commission shall
publish in a dedicated website the

list of all the competent
authorities designated by the
Member States in accordance with

this Article.

authorities) and keep the list up to
date. The Commission shall
publish in a dedicated website the

list of all the competent
authorities designated by the
Member States in accordance with
this Article.

Text Origin: EP Mandate

Article 64(5)

5. Where the documentation
referred to in paragraph 3 is
insufficient to ascertain whether a
breach of obligations under Union
law intended to protect
fundamental rights has occurred,
the public authority or body
referred to paragraph 3 may make a
reasoned request to the market
surveillance authority to organise

5. Where the documentation
referred to in paragraph 3 is
insufficient to ascertain whether a
breach of obligations under Union
law intended to protect
fundamental rights has occurred,
the public authority or body
referred to in paragraph 3 may
make a reasoned request to the
market-swrveillancenational

5. Where the documentation
referred to in paragraph 3 is
insufficient to ascertain whether a
breach of obligations under Union
law intended to protect
fundamental rights has occurred,
the public authority or body
referred to paragraph 3 may make a
reasoned request to the market
surveillance authority to organise

5. Where the documentation
referred to in paragraph 3 is
insufficient to ascertain whether a
breach of obligations under Union
law intended to protect
fundamental rights has occurred,
the public authority or body
referred to in paragraph 3 may
make a reasoned request to the
market-swrveillance(national

| o6 testing of the high-risk Al system supervisory authority, to organise | testing of the high-risk Al system supervisory authority), to organise
through technical means. The testing of the high-risk Al system | through technical means. The testing of the high-risk Al system
market surveillance authority shall | through technical means. The market surveillance authority shall | through technical means. The
organise the testing with the close | marketsurveillancenational organise the testing with the close | marketsurveillance(national
involvement of the requesting supervisory authority shall involvement of the requesting supervisory authority) shall
public authority or body within organise the testing with the close | public authority or body within organise the testing with the close
reasonable time following the involvement of the requesting reasonable time following the involvement of the requesting
request. public authority or body within request. public authority or body within
reasonable time following the reasonable time following the
request. request.
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EP Mandate

Ceouncil Mandate

Commission Proposal

Draft Agreement

Text Origin: EP Mandate

Article 64(6)

6. Any information and
documentation obtained by the
national public authorities or
bodies referred to in paragraph 3
pursuant to the provisions of this

6. Any information and
documentation obtained by the
national public authorities or
bodies referred to in paragraph 3
pursuant to the provisions of this

6. Any information and
documentation obtained by the
national public authorities or
bodies referred to in paragraph 3
pursuant to the provisions of this

6. Any information and
documentation obtained by the
national public authorities or
bodies referred to in paragraph 3
pursuant to the provisions of this

617 | Article shall be treated in Article shall be treated in Article shall be treated in Article shall be treated in
compliance with the confidentiality | compliance with the confidentiality | compliance with the confidentiality | compliance with the confidentiality
obligations set out in Article 70. obligations set out in Article 70. obligations set out in Article 70. obligations set out in Article 70.
Text Origin: Commission
Proposal
| Article 65
Article 65 Article 65 Article 65
618 Procedure for dealing with Al Procedure for dealing with Al Procedure for dealing with Al
systems presenting a risk at systems presenting a risk at systems presenting a risk at
national level national level national level
| Article 65(1) |
1. Al systems presenting a risk 1. Al systems presenting a risk 1. Al systems presenting a risk 1. Al systems presenting a risk
shall be understood as a product shall be understood as e-prediet shall be understood as a product shall be understood as a product
619 | presenting a risk defined in Article | presentingariskdefined-inArticte | presenting a risk defined in Article | presenting a risk defined in Article
3, point 19 of Regulation (EU) FpointtYof Regitation L) 3, point 19 of Regulation (EU) 3, point 19 of Regulation (EU)
2019/1020 insofar as risks to the 2UHGALO2 s ofen—esirislsto-the 2019/1020 insofar as risks to the 2019/1020 insofar as risks to the
health or safety or to the protection | health-orsafety-orto-theprotection | health or safety or to theprotection | health or safety or to theprotection
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EP Mandate

Ceouncil Mandate

Commission Proposal

of fundamental rights of persons
are concerned.

e e e an
Al system having the potential to
affect adversely health and safety,
fundamental rights of persons in

general, including in the
workplace, protection of
consumers, the environment,
public security, or democracy or
the rule of law and other public
interests, that are protected by the
applicable Union harmonisation
law, to a degree which goes
beyond that considered reasonable
and acceptable in relation to its
intended purpose or under the
normal or reasonably foreseeable
conditions of use of the system are
concerned, including the duration
of use and, where applicable, its
putting into service, installation

and maintenance requirements.

effundamental rights of persons
are concerned.

Draft Agreement

of fundamental rights of persons
are concerned or (the
environment, democracy or the

rule of law).

Text Origin:

Council Mandate

| Article 6

5(2), first subparagraph

2. Where the market surveillance
authority of a Member State has
sufficient reasons to consider that
an Al system presents a risk as

2. Where the market
surveillancenational supervisory
authority of a Member State has
sufficient reasons to consider that

2. Where the market surveillance
authority of a Member State has
sufficient reasons to consider that
an Al system presents a risk as

2. Where the market
swrveitlance(national supervisory
authority) of a Member State has
sufficient reasons to consider that

e referred to in paragraph 1, they an Al system presents a risk as referred to in paragraph 1, they an Al system presents a risk as
shall carry out an evaluation of the | referred to in paragraph 1, tkeyit shall carry out an evaluation of the | referred to in paragraph 1, theyit
Al system concerned in respect of | shall carry out an evaluation of the | Al system concerned in respect of | shall carry out an evaluation of the
its compliance with all the Al system concerned in respect of | its compliance with all the Al system concerned in respect of
requirements and obligations laid its compliance with all the requirements and obligations laid its compliance with all the
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Commission Proposal

down in this Regulation. When
risks to the protection of
fundamental rights are present, the
market surveillance authority shall
also inform the relevant national
public authorities or bodies
referred to in Article 64(3). The
relevant operators shall cooperate
as necessary with the market
surveillance authorities and the
other national public authorities or
bodies referred to in Article 64(3).

EP Mandate

requirements and obligations laid
down in this Regulation. When
risks to theproteetion-of
fundamental rights are present, the
market-swrveillancenational
supervisory authority shall also
immediately inform and fully
cooperate with the relevant
national public authorities or
bodies referred to in Article 64(3);
Where there is sufficient reason to
consider that that an Al system
exploits the vulnerabilities of
vulnerable groups or violates their
rights intentionally or
unintentionally, the national
supervisory authority shall have
the duty to investigate the design
goals, data inputs, model
selection, implementation and
outcomes of the Al system . The
relevant operators shall cooperate
as necessary with the market
swrveitance-anthoritiesnational
supervisory authority and the other
national public authorities or
bodies referred to in Article 64(3)-;

Ceouncil Mandate

down in this Regulation. When

risks to the-protection-of

fundamental rights are
presentidentified, the market
surveillance authority shall also
inform the relevant national public
authorities or bodies referred to in
Atrticle 64(3). The relevant
operators shall cooperate as
necessary with the market
surveillance authorities and the
other national public authorities or
bodies referred to in Article 64(3).

Draft Agreement

requirements and obligations laid
down in this Regulation. #en
risks-to-the proteetion-ofParticular
attention shall be given to AI
systems presenting a risk to
vulnerable groups (referred to in
Article 5). When risks to
fundamental rights are present—the
market-swrveillanceidentified, the
national supervisory authority
shall also inform and fully
cooperate with the relevant
national public authorities or
bodies referred to in Article 64(3).
The relevant operators shall
cooperate as necessary with the
e e e
awthorities(national supervisory
authority) and the other national
public authorities or bodies
referred to in Article 64(3)-;

Text Origin: EP Mandate

| Article 6

5(2), second subparagraph

Where, in the course of that

Where, in the course of that

Where, in the course of that

Where, in the course of that

ezl evaluation, the market surveillance | evaluation, the market evaluation, the market surveillance | evaluation, (the national
authority finds that the Al system survetllancenational supervisory authority finds that the Al system supervisorythe-market-swveittance
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Commission Proposal

does not comply with the
requirements and obligations laid
down in this Regulation, it shall
without delay require the relevant
operator to take all appropriate
corrective actions to bring the Al
system into compliance, to
withdraw the Al system from the
market, or to recall it within a
reasonable period, commensurate
with the nature of the risk, as it
may prescribe.

EP Mandate

authority or, where relevant, the
national public authority referred
to in Article 64(3) finds that the Al
system does not comply with the
requirements and obligations laid
down in this Regulation, it shall
without delay require the relevant
operator to take all appropriate
corrective actions to bring the Al
system into compliance, to
withdraw the Al system from the
market, or to recall it within a
reasonable period, commensurate
with the nature of the risk, as it
may prescribe- and in any event no
later than fifteen working days or
as provided for in the relevant
Union harmonisation law as

applicable

Ceouncil Mandate

does not comply with the
requirements and obligations laid
down in this Regulation, it shall
without undue delay require the
relevant operator to take all
appropriate corrective actions to
bring the Al system into
compliance, to withdraw the Al
system from the market, or to
recall it, within a reasonable
period;—commensuratewith-the
nature-of therisk—as it may

prescribe.

Draft Agreement

authority) and where applicable in
cooperation with the national
public authority referred to in
Article 64(3) finds that the Al
system does not comply with the
requirements and obligations laid
down in this Regulation, it shall
without undue delay require the
relevant operator to take all
appropriate corrective actions to
bring the Al system into
compliance, to withdraw the Al
system from the market, or to
recall it within a reasonable
£ the-risk—asi

‘be-period it may prescribe
and in_any event no later than
fifteen working days or as

provided for in the relevant Union
harmonisation law as applicable

Text Origin: EP Mandate

| Article 6

5(2), third subparagraph

The market surveillance authority
shall inform the relevant notified
body accordingly. Article 18 of

The national supervisoryLhe
market-swveillanee authority shall
inform the relevant notified body

The market surveillance authority
shall inform the relevant notified
body accordingly. Article 18 of

(The national supervisoryLhe
market-swveillanee authority) shall
inform the relevant notified body

o Regulation (EU) 2019/1020 shall accordingly. Article 18 of Regulation (EU) 2019/1020 shall accordingly. Article 18 of
apply to the measures referred to in | Regulation (EU) 2019/1020 shall apply to the measures referred to in | Regulation (EU) 2019/1020 shall
the second subparagraph. apply to the measures referred to in | the second subparagraph. apply to the measures referred to in
the second subparagraph. the second subparagraph.
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Commission Proposal EP Mandate Ceouncil Mandate Draft Agreement
Text Origin: EP Mandate
Article 65(3)
3. Where the market surveillance 3. Where the market 3. Where the market surveiliance 3. Where (the national
authority considers that non- surveittancenational supervisory authority considers that non- supervisorythe-market-swrveillance
compliance is not restricted to its authority considers that non- compliance is not restricted to its authority) considers that non-
national territory, it shall inform compliance is not restricted to its national territory, it shall inform compliance is not restricted to its
the Commission and the other national territory, it shall inform the Commission and the other national territory, it shall inform
Member States of the results of the | the Commission, the AI Office and | Member States without undue the Commission, (the AI Office)
623 evaluation and of the actions which | the national supervisory authority | delay of the results of the and the national supervisory
it has required the operator to take. | of the other Member States evaluation and of the actions which | authority of the other Member
without undue delay of the results | it has required the operator to take. | States without undue delay of the
of the evaluation and of the actions results of the evaluation and of the
which it has required the operator actions which it has required the
to take. operator to take.
Text Origin: EP Mandate
| Article 65(4)
4. The operator shall ensure that 4. The operator shall ensure that 4. The operator shall ensure that
all appropriate corrective action is | all appropriate corrective action is | all appropriate corrective action is
taken in respect of all the Al taken in respect of all the Al taken in respect of all the Al
624 . . .
systems concerned that it has made | systems concerned that it has made | systems concerned that it has made
available on the market throughout | available on the market throughout | available on the market throughout
the Union. the Union. the Union.
| Article 65(5)
l 625
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

5. Where the operator of an Al
system does not take adequate
corrective action within the period
referred to in paragraph 2, the
market surveillance authority shall
take all appropriate provisional
measures to prohibit or restrict the
Al system's being made available
on its national market, to withdraw
the product from that market or to
recall it. That authority shall
inform the Commission and the
other Member States, without
delay, of those measures.

5. Where the operator of an Al
system does not take adequate
corrective action within the period
referred to in paragraph 2, the
market-swiveillancenational
supervisory authority shall take all
appropriate provisional measures
to prohibit or restrict the Al
system's being made available on
its national market_or put into
service, to withdraw the prediuctAl
system from that market or to recall
it. That authority shall immediately
inform the Commission, the AI

5. Where the operator of an Al
system does not take adequate
corrective action within the period
referred to in paragraph 2, the
market surveillance authority shall
take all appropriate provisional
measures to prohibit or restrict the
Al system's being made available
on its national market, to withdraw
the product from that market or to
recall it. That authority shall
informnotify the Commission and
the other Member States, without
undue delay, of those measures.

Office and the national
supervisory authority of the other

Member States;without-detay; of

those measures.

5. 5. Where the operator of an Al
system does not take adequate
corrective action within the period
referred to in paragraph 2, the
marketswveittance(national
supervisory authority) shall take all
appropriate provisional measures
to prohibit or restrict the Al
system's being made available on
its national market or put into
service, to withdraw the product or
the standalone Al system from that
market or to recall it. That
authority shall informwithout
undue delay notify the
Commission, (the AI Office) and
the national supervisory authority
of the other Member States;

withount-detay: of those measures.

EP Mandate

Text Origin:

| Article 6

5(6)

6. The information referred to in
paragraph 5 shall include all
available details, in particular the
data necessary for the identification

6. The information referred to in
paragraph 5 shall include all
available details, in particular the
data necessary for the identification

6. The informationnotification
referred to in paragraph 5 shall

include all available details, in
particular the detainformation

6. The informationnotification
referred to in paragraph 5 shall

include all available details, in
particular the deatainformation

626 of the non-compliant Al system, of the non-compliant Al system, necessary for the identification of | necessary for the identification of
the origin of the Al system, the the origin of the Al system_and the | the non-compliant Al system, the the non-compliant Al system, the
nature of the non-compliance supply chain, the nature of the origin of the Al system, the nature | origin of the Al system_and the
alleged and the risk involved, the non-compliance alleged and the of the non-compliance alleged and | supply chain, the nature of the
nature and duration of the national | risk involved, the nature and the risk involved, the nature and non-compliance alleged and the
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Commission Proposal

measures taken and the arguments
put forward by the relevant
operator. In particular, the market
surveillance authorities shall
indicate whether the non-
compliance is due to one or more
of the following:

EP Mandate

duration of the national measures
taken and the arguments put
forward by the relevant operator. In
particular, the mearketsurveitlance
aunthoritiesnational supervisory
authority shall indicate whether the
non-compliance is due to one or
more of the following:

Ceouncil Mandate

duration of the national measures
taken and the arguments put
forward by the relevant operator. In
particular, the market surveillance
authorities shall indicate whether
the non-compliance is due to one
or more of the following:

Draft Agreement

risk involved, the nature and
duration of the national measures
taken and the arguments put
forward by the relevant operator. In
particular, (the market surveillance
authorities) shall indicate whether
the non-compliance is due to one
or more of the following:

Text Origin: Council Mandate

| Article 6

5(6), point (-a)

-a) non-compliance with the
prohibition of the artificial

prohibition of the artificial

-a) non-compliance with the

626a intelligence practices referred to intelligence practices referred to
in Article 5; in Article 5;
Text Origin: Council Mandate
| Article 65(6), point (a)
(a) a failure of the Al system to (a) a failure of the high-risk Al (a) a failure of thea high-risk Al (a) a failure of thea high-risk Al
meet requirements set out in Title system to meet requirements set system to meet requirements set system to meet requirements set
627 | III, Chapter 2; out in-TFitle I -Cheapter-2this out in Title III, Chapter 2; out in Title IIT, Chapter 2;
Regulation;
Text Origin: Council Mandate
Article 65(6), point (b)
628 | (b) shortcomings in the (b) shortcomings in the (b) shortcomings in the
harmonised standards or common | harmonised standards or common | harmonised standards or common
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

specifications referred to in
Articles 40 and 41 conferring a
presumption of conformity.

specifications referred to in
Articles 40 and 41 conferring a
presumption of conformity.

specifications referred to in
Articles 40 and 41 conferring a
presumption of conformity-y

| Article 65(6), point (ba)

628a

(ba) non-compliance with
provisions set out in Article 52;

(ba) non-compliance with
provisions set out in Article 52;

Text Origin: Council Mandate

| Article 65(6), point (ba)

628b

(ba) non-compliance with the
prohibition of the artificial
intelligence practices referred to
in Article 5;

Article 65(6), point (bb)

(bb) non-compliance of general

(bb) [non-compliance of general

purpose Al systems with the
requirements and obligations

purpose Al systems with the
requirements and obligations v

v| 628c
referred to in Article 4a. referred to in Article 4a.]
Text Origin: Council Mandate
Article 65(6), point (bb)
628d (bb) non-compliance with
provisions set out in Article 52.
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Commission Proposal EP Mandate Ceouncil Mandate Draft Agreement l
Article 65(7) |
7. The market surveillance 7. The market 7. The market surveillance 7. The market
authorities of the Member States survetllancenational supervisory authorities of the Member States surveillance(national supervisory
other than the market surveillance | authorities of the Member States other than the market surveillance | authorities) of the Member States
authority of the Member State other than the market authority of the Member State other than the market
initiating the procedure shall survetllancenational supervisory initiating the procedure shall surveillancenational supervisory
without delay inform the authority of the Member State without undue delay inform the authority of the Member State
Commission and the other Member | initiating the procedure shall Commission and the other Member | initiating the procedure shall
States of any measures adopted and | without delay inform the States of any measures adopted and | without undue delay inform the
of any additional information at Commission, the Al Office and the | of any additional information at Commission, (the AI Office) and
629 | their disposal relating to the non- other Member States of any their disposal relating to the non- the other Member States of any
compliance of the Al system measures adopted and of any compliance of the Al system measures adopted and of any
concerned, and, in the event of additional information at their concerned, and, in the event of additional information at their
disagreement with the notified disposal relating to the non- disagreement with the notified disposal relating to the non-
national measure, of their compliance of the Al system national measure, of their compliance of the Al system
objections. concerned, and, in the event of objections. concerned, and, in the event of
disagreement with the notified disagreement with the notified
national measure, of their national measure, of their
objections. objections.
Text Origin: EP Mandate
Article 65(8)
8. Where, within three months of 8. Where, within three months of 8. Where, within three months of 8. Where, within three months of
receipt of the information referred | receipt of the information referred | receipt of the receipt of the
v| 630 | toin paragraph 5, no objection has | to in paragraph 5, no objection has | informationnotification referred to | informationnotification referred to | v
been raised by either a Member been raised by either a national in paragraph 5, no objection has in paragraph 5, no objection has
State or the Commission in respect | supervisory authority of a Member | been raised by either a Member been raised by either a (national
of a provisional measure taken by a | State or the Commission in respect | State or the Commission in respect | supervisory authority) of a
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Commission Proposal

Member State, that measure shall
be deemed justified. This is
without prejudice to the procedural
rights of the concerned operator in
accordance with Article 18 of
Regulation (EU) 2019/1020.

EP Mandate

of a provisional measure taken by a
national supervisory authority of
another Member State, that
measure shall be deemed justified.
This is without prejudice to the
procedural rights of the concerned
operator in accordance with Article
18 of Regulation (EU) 2019/1020.
The period referred to in the first

Ceouncil Mandate

of a provisional measure taken by a
Member State, that measure shall
be deemed justified. This is
without prejudice to the procedural
rights of the concerned operator in
accordance with Article 18 of
Regulation (EU) 2019/1020. The
period referred to in the first

sentence of this paragraph shall

sentence of this paragraph shall
be reduced to thirty days in the

be reduced to 30 days in the case
of non-compliance with the

event of non-compliance with the

prohibition of the artificial

prohibition of the artificial

intelligence practices referred to

intelligence practices referred to

Draft Agreement

Member State or the Commission
in respect of a provisional measure
taken by a (national supervisory
authority) of another Member
State, that measure shall be deemed
justified. This is without prejudice
to the procedural rights of the
concerned operator in accordance
with Article 18 of Regulation (EU)
2019/1020._The period referred to
in the first sentence of this
paragraph shall be reduced to
thirty days in the event of non-

in Article 5.

in Article 5.

compliance with the prohibition of
the artificial intelligence practices
referred to in Article 5.

Text Origin: EP Mandate

Article 6

5(9)

9. The market surveillance
authorities of all Member States
shall ensure that appropriate
restrictive measures are taken in
respect of the product concerned,

9. The market
survettlancenational supervisory
authorities of all Member States
shall ensure that appropriate
restrictive measures are taken in

9. The market surveillance
authorities of all Member States
shall then ensure that appropriate
restrictive measures are taken in

respect of the productAl system

9. The market
survetllanee(national supervisory
authorities) of all Member States
shall ensure that appropriate
restrictive measures are taken in

631 such as withdrawal of the product | respect of the produnetAl system concerned, such as withdrawal of | respect of the product or the A1
from their market, without delay. concerned, such as withdrawal of the product from their market, system _concerned, such as
the produectAl system from their without_undue delay. withdrawal of the product or the
market, without delay. AI system from their market,
without undue delay.
Text Origin: EP Mandate
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Article 65(9a)
9a. National supervisory
authorities shall annually report
to the Al Office about the use of

| 631a prohibited practices that occurred

during that year and about the
measures taken to eliminate or
mitigate the risks in accordance
with this Article.

Article 66

632 Article 66 Article 66 Article 66
Union safeguard procedure Union safeguard procedure Union safeguard procedure
| Article 66(1) |

1. Where, within three months of
receipt of the notification referred
to in Article 65(5), objections are
raised by a Member State against a
measure taken by another Member

1. Where, within three months of
receipt of the notification referred
to in Article 65(5), or 30 days in

the case of non-compliance with

1. Where, within three months of
receipt of the notification referred
to in Article 65(5), or 30 days in
the case of non-compliance with

1. Where, within three months of
receipt of the notification referred
to in Article 65(5), or 30 days in
the case of non-compliance with

the prohibition of the artificial

the prohibition of the artificial

the prohibition of the artificial

633 State, or where the Commission intelligence practices referred to intelligence practices referred to intelligence practices referred to
considers the measure to be in Article 5, objections are raised in Article 5, objections are raised in Article 5, objections are raised
contrary to Union law, the by the national supervisory by a Member State against a by the (national supervisory
Commission shall without delay authority of a Member State measure taken by another Member | authority) of a Member State
enter into consultation with the against a measure taken by another | State, or where the Commission against a measure taken by another
relevant Member State and Member-Statenational supervisory | considers the measure to be Menber-Statenational supervisory
operator or operators and shall authority, or where the contrary to Union law, the authority, or where the
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EP Mandate

Ceouncil Mandate

Commission Proposal

evaluate the national measure. On
the basis of the results of that
evaluation, the Commission shall
decide whether the national
measure is justified or not within 9
months from the notification
referred to in Article 65(5) and
notify such decision to the Member
State concerned.

Commission considers the measure
to be contrary to Union law, the
Commission shall without delay
enter into consultation with the
national supervisory authority of
the relevant Member State and
operator or operators and shall
evaluate the national measure. On
the basis of the results of that
evaluation, the Commission shall
decide whether the national
measure is justified or not within
Othree months, or 60 days in the

Commission shall without undue
delay enter into consultation with
the relevant Member State’s
market surveillance authority and
operator or operators and shall
evaluate the national measure. On
the basis of the results of that
evaluation, the Commission shall
decide whether the national
measure is justified or not within 9
months, or 60 days in the case of
non-compliance with the
prohibition of the artificial

case of non-compliance with the

intelligence practices referred to

prohibition of the artificial

intelligence practices referred to
in Article 5, starting from the
notification referred to in Article
65(5) and notify such decision to
the national supervisory authority

in Article 5, starting from the
notification referred to in Article
65(5). It shall and notify such
decision to the Member State
concerned. The Commission shall
also inform all other Member

of the Member State concerned.
The Commission shall also inform

all other national

States of such decision.

Draft Agreement

Commission considers the measure
to be contrary to Union law, the
Commission shall without undue
delay enter into consultation with
(the national supervisory
authority) of the relevant Member
State and operator or operators and
shall evaluate the national measure.
On the basis of the results of that
evaluation, the Commission shall
decide whether the national
measure is justified or not within
Qfthree] months, or 60 days in the
case of non-compliance with the
prohibition of the artificial

intelligence practices referred to
in Article 5, starting from the
notification referred to in Article
65(5) and notify such decision to
(the national supervisory
authority) of the Member State
concerned. The Commission shall
also inform all other (national
supervisory authorities) of such
decision.

Text Origin: EP Mandate

| Article 6

6(2)

634

2. If the national measure is
considered justified, all Member
States shall take the measures

2. If the national measure is
considered justified, all Aenber
Statesnational supervisory

2. If the rationalmeaswremeasure
taken by the relevant Member
State’s market surveillance

2. If the rationalmeaswremeasure
taken by the relevant Member
State’s (market surveillance

13157/23
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necessary to ensure that the non-
compliant Al system is withdrawn
from their market, and shall inform
the Commission accordingly. If the
national measure is considered
unjustified, the Member State
concerned shall withdraw the
measure.

authorities designated under this

authority is considered justified by

Regulation shall take the measures
necessary to ensure that the non-
compliant Al system is withdrawn
from their market without delay,
and shall inform the Commission
and the Al Office accordingly. If
the national measure is considered
unjustified, the national
supervisory authority of the
Member State concerned shall
withdraw the measure.

the Commission, the market
surveillance authorities of —all
Member States shall #ke
theensure that appropriate
restrictive measures #ecessaiy—to
erstretiet-then - smplico: are
taken in respect of the Al system
iswithdraewnconcerned, such as
withdrawal of the Al system from
their market without undue delay,
and shall inform the Commission
accordingly. If the national
measure is considered unjustified
by the Commission, the market
surveillance authority of the —the
Member State concerned shall
withdraw the measure_and inform
the Commission accordingly.

Draft Ag

authority) is considered justified
by the Commission, the (market
surveillance authorities) of —all
Member States shall #ke
theensure that appropriate

restrictive measures #eeessary—to
ermrire et oo iesiare
taken in respect of the Al system
iswithdraewnconcerned, such as
withdrawal of the Al system from
their market without undue delay,
and shall inform the Commission
and (the Al Office) accordingly. If
the national measure is considered
unjustified_by the Commission, the
(market surveillance authority) of
the —the-Member State concerned
shall withdraw the measure and
inform the Commission and (the
Al Office) accordingly.

Text Origin: Council Mandate

Article 66(2a)
66 a Joint investigations 66 a Joint investigations
Where a national supervisory Where a [market surveillance
authority has reasons to suspect authority/national supervisory
v| 634a that the infringement by a authority | has reasons to suspect
provider or a deployer of a high- that the infringement by a
risk Al system or foundation provider or a deployer of a high-
model to this Regulation amount risk Al system or [foundation
to a widespread infringement with model/GPAI [to this Regulation
13157/23 RB/ek 121
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Commission Proposal

EP Mandate

a Union dimension, or affects or
is likely affect at least 45 million
individuals, in more than one
Member State, that national
supervisory authority shall inform

the Al Office and may request the

national supervisory authorities of

the Member States where such
infringement took place to start a
joint investigation. The Al Office

shall provide central coordination
to the joint investigation.
Investigation powers shall remain
within the competence of the
national supervisory authorities.

Ceouncil Mandate

Draft Agreement

amount to a widespread
infringement with a Union
dimension, in more than one
Member State, that national
supervisory authority shall inform
the [AlI Office] and may request
the [national supervisory
authorities /market surveillance
authorities]of the Member States
where such infringement took
place to start a joint investigation.
The [AI Office] shall provide
central coordination to the joint
investigation. Investigation and
enforcement powers , as
established in this regulation,
shall remain within the
competence of the [national
supervisory authorities/market
surveillance authorities].

Text Origin: EP Mandate

Article 6

6(3)

3. Where the national measure is
considered justified and the non-
compliance of the Al system is

3. Where the national measure is
considered justified and the non-
compliance of the Al system is

3. Where the national measure is
considered justified and the non-
compliance of the Al system is

635 | attributed to shortcomings in the attributed to shortcomings in the attributed to shortcomings in the
harmonised standards or common | harmonised standards or common | harmonised standards or common
specifications referred to in specifications referred to in specifications referred to in
Articles 40 and 41 of this Articles 40 and 41 of this Articles 40 and 41 of this
Regulation, the Commission shall | Regulation, the Commission shall | Regulation, the Commission shall
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Commission Proposal EP Mandate Ceouncil Mandate Draft Agreement
apply the procedure provided for in | apply the procedure provided for in | apply the procedure provided for in
Article 11 of Regulation (EU) No Article 11 of Regulation (EU) No Article 11 of Regulation (EU) No
1025/2012. 1025/2012. 1025/2012.
Article 67
Article 67 Article 67 Article 67 Article 67
Compliant Al systems which Compliant Al systems which Compliant high-risk or general Compliant high-risk or general
present a risk present a risk purpose Al systems which present | purpose Al systems (foundation
636 a riskCompliant-AH-vvstenswlich models) which present a
present-a-risk
Text Origin: Council Mandate
Article 67(1) |
1. Where, having performed an 1. Where, having performed an 1. Where, having performed an 1. Where, having performed an
evaluation under Article 65, the evaluation under Article 65, in full | evaluation under Article 65, the evaluation under Article 65, in _full
market surveillance authority of a cooperation with the relevant market surveillance authority of a cooperation where appropriate
Member State finds that although national public authority referred | Member State finds that although with the relevant national
an Al system is in compliance with | te in Article 64(3), the national ana_high-risk or general purpose | publicthe-warket-surveittance
this Regulation, it presents a risk to | supervisorythe-marketswveittance | Al system is in compliance with authority referred to in Article
, 637 the health or safety of persons, to authority of a Member State finds this Regulation, it presents a risk to | 64(3), the (national supervisory ,
the compliance with obligations that although an Al system is in the health or safety of persons;—+o authority) of a Member State finds
under Union or national law compliance with this Regulation, it | the-compliancevith-obligations that although ara high-risk Al
intended to protect fundamental presents a serious risk to the health | urnderUnion-ornationaltaw system_or general
rights or to other aspects of public | or safety of persons, to the intended-to-protect or to purpose/foundation model is in
interest protection, it shall require | compliance with obligations under | fundamental rights-o#to-other compliance with this Regulation, it
the relevant operator to take all Union or national law intended to ; fe presents a (serious) risk to the
appropriate measures to ensure that | protect fundamental rights, or the | protection, it shall require the health or safety of persons, te-the
the Al system concerned, when environment or the democracy relevant operator to take all complicneerith-oblicarions—mder
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Commission Proposal

placed on the market or put into
service, no longer presents that
risk, to withdraw the Al system
from the market or to recall it
within a reasonable period,
commensurate with the nature of

EP Mandate
and rule of law or to other aspects

of public interest protection,, it
shall require the relevant operator
to take all appropriate measures to
ensure that the Al system
concerned, when placed on the

Ceouncil Mandate

appropriate measures to ensure that
the Al system concerned, when
placed on the market or put into
service, no longer presents that
risk, to withdraw the Al system
from the market or to recall it

Draft Agreement

Ui ol L i o
el e,
riehtsfundamental rights, [or the
environment or the democracy
and rule of law] or to other aspects
of public interest protection,, it

the risk, as it may prescribe. market or put into service, no R e e el shall require the relevant operator
longer presents that risk;+e R e e e to take all appropriate measures to
withdrerw—rthe—H-yvstem-fron-the therist—aswithout undue delay, ensure that the Al system
el e e e within a period it may prescribe. concerned, when placed on the
petsreebleperiodcomrren i market or put into service, no
b e e e longer presents that #isk—to
market-or-torecatlitriskwithout
undue delay, within a reasonable
period—commensirate-vith-the
nature-of therisk—as it may
prescribe.
Article 67(2)
2. The provider or other relevant 2. The provider or other relevant 2. The provider or other relevant 2. The provider or other relevant
operators shall ensure that operators shall ensure that operators shall ensure that operators shall ensure that
corrective action is taken in respect | corrective action is taken in respect | corrective action is taken in respect | corrective action is taken in respect
of all the Al systems concerned of all the Al systems concerned of all the Al systems concerned of all the Al systems concerned
that they have made available on that they have made available on that they have made available on that they have made available on
638 | the market throughout the Union the market throughout the Union the market throughout the Union the market throughout the Union
within the timeline prescribed by within the timeline prescribed by within the timeline prescribed by within the timeline prescribed by
the market surveillance authority of | the marketsurveilancenational the market surveillance authority of | (the national supervisory
the Member State referred to in supervisory authority authority of | the Member State referred to in authoritythe-market-surveittanee
paragraph 1. the Member State referred to in paragraph 1. authority) of the Member State
paragraph 1. referred to in paragraph 1.
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Draft Ag

Text Origin: EP Mandate

Article 6

7(2a)

<

638a

2a. Where the provider or other
relevant operators fail to take
corrective action_as referred to in
paragraph 2 and the Al system

continues to present a risk as
referred to in paragraph 1, the
national supervisory authority
may require the relevant operator
to withdraw the Al system from
the market or to recall it within a
reasonable period, commensurate
with the nature of the risk.

2a. ---to recital---

Text Origin: EP Mandate

Article 6

7(3)

3. The Member State shall
immediately inform the
Commission and the other Member
States. That information shall
include all available details, in
particular the data necessary for the

3. The Member-Statenational
supervisory authority shall
immediately inform the
Commission, the AI Office and the
other Member-Statesnational
supervisory authorities. That

3. The Member State shall
immediately inform the
Commission and the other Member
States. That information shall
include all available details, in
particular the data necessary for the

3. The Member-State(national
supervisory authority) shall
immediately inform the
Commission, (the AI Office) and
the other Member-States(national
supervisory authorities). That

639 identification of the Al system information shall include all identification of the Al system information shall include all
concerned, the origin and the available details, in particular the concerned, the origin and the available details, in particular the
supply chain of the Al system, the | data necessary for the identification | supply chain of the Al system, the | data necessary for the identification
nature of the risk involved and the | of the Al system concerned, the nature of the risk involved and the | of the Al system concerned, the
nature and duration of the national | origin and the supply chain of the nature and duration of the national | origin and the supply chain of the
measures taken. Al system, the nature of the risk measures taken. Al system, the nature of the risk

involved and the nature and involved and the nature and
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EP Mandate

Ceouncil Mandate

Commission Proposal

duration of the national measures
taken.

Draft Agreement

duration of the national measures
taken.

Text Origin: EP Mandate

| Article 6

7(4)

4. The Commission shall without
delay enter into consultation with
the Member States and the relevant
operator and shall evaluate the
national measures taken. On the
basis of the results of that
evaluation, the Commission shall

4. The Commission, in
consultation with the Al Office

4. The Commission shall without
undue delay enter into consultation

shall without delay enter into
consultation with the AMenber
Statesnational supervisory
authorities concerned and the
relevant operator and shall evaluate

with the Member States concerned
and the relevant operator and shall
evaluate the national measures
taken. On the basis of the results of
that evaluation, the Commission

4. The Commission, (in
cooperation with the Al Office)
shall without undue delay enter
into consultation with the Menber
States(national supervisory
authorities) concerned and the
relevant operator and shall evaluate

=0 decide whether the measure is the national measures taken. On the | shall decide whether the measure is | the national measures taken. On the
justified or not and, where basis of the results of that justified or not and, where basis of the results of that
necessary, propose appropriate evaluation, the CommissionAl necessary, propose appropriate evaluation, the Commission shall
measures. Office shall decide whether the measures. decide whether the measure is
measure is justified or not and, justified or not and, where
where necessary, propose necessary, propose appropriate
appropriate measures. measures.
| Article 67(5)
5. The Commission shall address 5. The Commission, in 5. The Commission shall address 5. The Commission shall
its decision to the Member States. consultation with the Al Office its decision to the Member States addressimmediately communicate
shall eddressimmediately concerned, and inform all other its decision to the (national
641 communicate its decision to the Member States. supervisory authovities of the)
national supervisory authorities of Member States concerned and to
the Member States_concerned and the relevant operators. It shall
to the relevant operators. It shall also inform of the decision all
also inform the decision to all other (national supervisory
13157/23 RB/ek 126
ANNEX TREE.2.B LIMITE EN



Commission Proposal

EP Mandate

other national supervisory
authorities.

Ceouncil Mandate

Draft Agreement
authorities) and the (Al Office). I

| Article 67(5a) |
Sa. The Commission shall adopt Sa. The Commission shall provide
guidelines to help national guidelines if needed to help
competent authorities to identify national competent authorities to
641a and rectify, where necessary, identify and rectify, where
similar problems arising in other necessary, similar problems
Al systems. arising in other Al systems.
Text Origin: EP Mandate
| Article 68
642 Article 68 Article 68 Article 68
Formal non-compliance Formal non-compliance Formal non-compliance
| Article 68(1) |

1. Where the market surveillance
authority of a Member State makes
one of the following findings, it
shall require the relevant provider

1. Where the market
survettlancenational supervisory
authority of a Member State makes
one of the following findings, it

1. Where the market surveillance
authority of a Member State makes
one of the following findings, it
shall require the relevant provider

1. Where the market
surverllaneelnational supervisory]
authority of a Member State makes
one of the following findings, it

643 | to put an end to the non- shall require the relevant provider | to put an end to the non- shall require the relevant provider
compliance concerned: to put an end to the non- compliance concerned, within a to put an end to the non-
compliance concerned: period it may prescribe: compliance concerned, within a
period it may prescribe:
Text Origin: Council Mandate
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

Article 68(1), point (a)

644

(a) the conformity marking has
been affixed in violation of Article
49;

(a) the eonformityCE marking has
been affixed in violation of Article
49;

(a) the conformity marking has
been affixed in violation of Article
49;

(a) the eonformisy CE marking has
been affixed in violation of Article

49;

Text Origin: EP Mandate

| Article 68(1), point (b)

645

(b) the conformity marking has not
been affixed;

(b) the eonformityCE marking has

not been affixed;

(b) the conformity marking has not
been affixed;

(b) the eonformisyCE marking has

not been affixed;

Text Origin: EP Mandate

Article 68(1), point (c)

646

(c) the EU declaration of
conformity has not been drawn up;

(c) the EU declaration of
conformity has not been drawn up;

(c) the EU declaration of
conformity has not been drawn up;

| Article 68(1), point (d)

647

(d) the EU declaration of
conformity has not been drawn up
correctly;

(d) the EU declaration of
conformity has not been drawn up
correctly;

(d) the EU declaration of
conformity has not been drawn up
correctly;

| Article 68(1), point (e)

R (e) the identification number of the | (e) the identification number of the | (¢) the identification number of the
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notified body, which is involved in
the conformity assessment
procedure, where applicable, has
not been affixed;

notified body, which is involved in
the conformity assessment
procedure, where applicable, has
not been affixed;

notified body, which is involved in
the conformity assessment
procedure, where applicable, has
not been affixed;,

Article 68(1), point (ea)

<

648a

(ea) the registration in the EU

database has not been carried out;

(ea) the registration in the EU
database has not been carried out; | ,

Text Origin: EP Mandate

Article 68(1), point (eb)

648b

(eb) where applicable, the
authorised representative has not

been_appointed.

(eb) where applicable, the
authorised representative has not

been _appointed.

Text Origin: EP Mandate

| Article 68(1), point (ec)

(ec) the technical documentation

(ec) the technical documentation

648c is not available is not available
Text Origin: EP Mandate
Article 68(2)
v| 649 | 2. Where the non-compliance 2. Where the non-compliance 2. Where the non-compliance 2. Where the non-compliance Y
referred to in paragraph 1 persists, | referred to in paragraph 1 persists, | referred to in paragraph 1 persists, | referred to in paragraph 1 persists,
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Commission Proposal

the Member State concerned shall
take all appropriate measures to
restrict or prohibit the high-risk Al
system being made available on the
market or ensure that it is recalled
or withdrawn from the market.

EP Mandate

the national supervisory authority
of the Member State concerned
shall take e¢#-appropriate and
proportionate measures to restrict
or prohibit the high-risk Al system
being made available on the market
or ensure that it is recalled or
withdrawn from the market
without delay. The national
supervisory authority of the
Member State concerned shall
immediately inform the AI Office
of the non-compliance and the
measures taken.

Ceouncil Mandate

the Member State concerned shall
take all appropriate measures to
restrict or prohibit the high-risk Al
system being made available on the
market or ensure that it is recalled
or withdrawn from the market.

Draft Agreement

the (national supervisory authority
of the) Member State concerned
shall take &
appropriateappropriate and
proportionate measures to restrict
or prohibit the high-risk Al system
being made available on the market
or ensure that it is recalled or
withdrawn from the market
without delay. (The national
supervisory authority of the
Member State concerned shall
immediately inform the AI Office
of the non-compliance and the
measures taken).

Article 68a
Article 68a Article 68a
Union testing facilities in the area | Union testing facilities in the area
Y| 649a of artificial intelligence of artificial intelligence
Text Origin: Council Mandate
Article 68a(1)
1. The Commission shall 1. The Commission shall
designate one or more Union designate one or more Union
v| 649b testing facilities pursuant to testing facilities pursuant to
Article 21 of Regulation (EU) Article 21 of Regulation (EU)
1020/2019 in the area of artificial | 1020/2019 in the area of artificial
intelligence. intelligence.
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

Text Origin: Council Mandate

Article 68a(2)
2. Without prejudice to the 2. Without prejudice to the
activities of Union testing facilities | activities of Union testing facilities
referred to in Article 21(6) of referred to in Article 21(6) of
Regulation (EU) 1020/2019, Regulation (EU) 1020/2019,
619 Union testing facilities referred to | Union testing facilities referred to
Y C

in paragraph 1 shall also provide

in paragraph 1 shall also provide

independent technical or scientific

independent technical or scientific

advice at the request of the Board

advice at the request of the Board

or market surveillance authorities.

or market surveillance authorities.

Text Origin: Council Mandate

Article 68 — Chapter 3a (new)

=<

Right to lodge a complaint with a

Chapter 3a(new) Chapter 3a(new)
649d Remedies Remedies
Text Origin: EP Mandate
Article 68 — Chapter 3a (new)
Article 68 a Article 68 a

Right to lodge a complaint with a

v| 649¢ national supervisory authority national supervisory authority
1. Without prejudice to any
other administrative or judicial 1. Without prejudice to other
remedy, every natural persons or administrative or judicial remedy.
13157/23 RB/ek 131
ANNEX TREE.2.B

LIMITE EN



Commission Proposal

EP Mandate

groups of natural persons shall
have the right to lodge a
complaint with a national
supervisory authority, in
particular in the Member State of

his or her habitual residence,
place of work or place of the
alleged infringement if they
consider that the Al system
relating to him or her infringes
this Regulation.

2. The national supervisory
authority with which the
complaint has been lodged shall
inform the complainant on the
progress and the outcome of the
complaint including the possibility
of a judicial remedy pursuant to
Article 78.

Ceouncil Mandate

Draft Agreement

complaints to the relevant market
surveillance authority can be

submitted by any natural or legal

person having grounds to consider

that there has been an
infringement of the provisions of
this Regulation.

In accordance with Article
11(3)(e) and (7)(a) of Regulation
(EU) 2019/1020, complaints shall

be taken into account for the
purpose of conducting the market
surveillance activities and be
handled in line with the dedicated
procedures established therefore
by the market surveillance
authorities

Text Origin: EP Mandate

Article 68 b (new)

Article 68 b
Right to an effective judicial
remedy against a national
supervisory authority
1. Without prejudice to any

v|  649f
other administrative or non-
judicial remedy, each natural or
legal person shall have the right to
an_effective judicial remedy
against a legally binding decision
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Commission Proposal

Article 68 — Chapter 3a (new)

EP Mandate

of a national supervisory authority
concerning them.
2. Without prejudice to any
other administrative or non-
judicial remedy, each natural or
legal person shall have the right to
a_an_effective judicial remedy
where the national supervisory
authority which is competent
pursuant to Articles 59 does not
handle a complaint or does not
inform the data subject within
three months on the progress or
outcome of the complaint lodged
pursuant to Article 68a.
3. Proceedings against a
national supervisory authority
shall be brought before the courts
of the Member State where the
national supervisory authority is
established.

4. Where proceedings are
brought against a decision of a
national supervisory authority

which was preceded by an opinion
or a decision of the Commission
in the union safeguard procedure,

the supervisory authority shall
forward that opinion or decision
to the court.

Ceouncil Mandate

Draft Agreement

<

649q
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Commission Proposal

EP Mandate

Article 68 ¢
A right to explanation of
individual decision-making
1. Any affected person subject to
a decision which is taken by the
deployer on the basis of the output
from_an high-risk Al system
which produces legal effects or
similarly significantly affects him
or her in a way that they consider
to adversely impact their health,
safety, fundamental rights, socio-
economic well-being or any other
of the rights deriving from the
obligations laid down in this
Regulation, shall have the right to
request from the deployer clear
and meaningful explanation
pursuant to Article 13(1) on the
role of the Al system in the
decision-making procedure, the
main parameters of the decision
taken and the related input data.
2. Paragraph 1 shall not apply to
the use of Al systems for which
exceptions firom, or restrictions to,
the obligation under paragraph 1
follow from Union or national law

are provided in so far as such
exception or restrictions respect
the essence of the fundamental

rights and freedoms and is a

necessary and proportionate

Ceouncil Mandate

Draft Agreement

Article 68 ¢
A right to explanation of
individual decision-making

1. Any affected person subject to a
decision which is taken by the
deployer on the main basis of the
output from an high-risk AI
system which produces legal
effects or similarly significantly
affects him or her in a way that
they consider to adversely impact
their health, safety and
fundamental rights shall have the
right to request from the deployer
clear and meaningful explanation
pursuant to Article 13(1) on the
role of the Al system in the
decision-making procedure, the
main elements of the decision
taken and the related input data.
2. Paragraph 1 shall not apply to
the use of Al systems for which
exceptions from, or restrictions to,
the obligation under paragraph 1
follow from Union or national
law.

3. This Article shall apply without
prejudice to Articles 13, 14, 15,
and 22 of the Regulation
2016/679.

Text Origin: EP Mandate
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Commission Proposal

EP Mandate

measure in_a democratic society.
3. This Article shall apply
without prejudice to Articles 13,
14, 15, and 22 of the Regulation
2016/679.

Ceouncil Mandate

Draft Agreement

Article 68 — Chapter 3a (new)

Article 68 d
Amendment to Directive (EU)
2020/1828
In Annex I to Directive (EU)
2020/1828 of the European
Parliament and of the Council '“,
the following point is added:
"(67a) Regulation xxxx/xxxx of
the European Parliament and of
the Council [laying down
harmonised rules on artificial

Article 68 d
Amendment to Directive (EU)
2020/1828
In Annex I to Directive (EU)
2020/1828 of the European
Parliament and of the Council °,
the following point is added:
"(67a) Regulation xxxx/xxxx of
the European Parliament and of
the Council [laying down
harmonised rules on artificial

Y| 649r intelligence (Artificial Intelligence intelligence (Artificial Intelligence
Act) and amending certain Union Act) and amending certain Union
legislative acts (OJ L ...)]". legislative acts (OJ L ...)]".
!« Directive (EU) 2020/1828 of !« Directive (EU) 2020/1828 of
the European Parliament and of the European Parliament and of
the Council of 25 November 2020 the Council of 25 November 2020
on representative actions for the on representative actions for the
protection of the collective protection of the collective
interests of consumers and interests of consumers and
repealing Directive 2009/22/EC repealing Directive 2009/22/EC
(OJ L 409, 4.12.2020, p. 1). (OJ L 409, 4.12.2020, p. 1).
Text Origin: EP Mandate
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

Article 68 — Chapter 3a (new)

Article 68 e
Reporting of breaches and

protection of reporting persons
Directive (EU) 2019/1937 of the

FEuropean Parliament and of the

Article 68 e
Reporting of breaches and
protection of reporting persons
Directive (EU) 2019/1937 of the
European Parliament and of the

Y| 649s Council shall apply to the Council shall apply to the
reporting of breaches of this reporting of breaches of this
Regulation and the protection of Regulation and the protection of
persons reporting such breaches. persons reporting such breaches.
Text Origin: EP Mandate
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Articles 70-85

Commission Proposal EP Mandate CouncilMandate Draft Agreement
Article 70
Article 70 Article 70 Article 70 Article 70
. Confidentiality Confidentiality Confidentiality Confidentiality
Text Origin: Commission
Proposal
Article 70(1) |

658

1. National competent authorities
and notified bodies involved in the
application of this Regulation shall
respect the confidentiality of
information and data obtained in
carrying out their tasks and
activities in such a manner as to
protect, in particular:

1. The Commission, national
competent authorities and notified
bodies, the AI Office and any
other natural or legal person
involved in the application of this
Regulation shall respect the
confidentiality of information and
data obtained in carrying out their
tasks and activities in such a
manner as to protect, in particular:;

1. National competent authorities
and, notified bodies, the
Commission, the Board, and any
other natural or legal person
involved in the application of this
Regulation shall, in accordance
with Union or national law, put

appropriate technical and
organisational measures in place
to ensurerespect the
confidentiality of information and
data obtained in carrying out their
tasks and activities in such a
manner as to protect, in particular:

Regulation shall, in accordance
carrying out their tasks and

with Union or national law,
respect the confidentiality of

activities in such a manner as to
protect, in particular:;

| Article 70(1), point (a)

1. The Commission, national
competent authorities and notified
bodies, [the Al Office] and any
other natural or legal person
involved in the application of this
information and data obtained in

659 | (a) intellectual property rights, and | (a) intellectual property rights, and | (a) intellectual property rights, and | (a) intellectual property rights, and
confidential business information confidential business information confidential business information confidential business information
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

or trade secrets of a natural or legal
person, including source code,
except the cases referred to in
Article 5 of Directive 2016/943 on
the protection of undisclosed
know-how and business
information (trade secrets) against
their unlawful acquisition, use and
disclosure apply.

or trade secrets of a natural or legal
person, in accordance with the
provisions of Directives

2004/48/EC and 2016/943/EC,
including source code, except the
cases referred to in Article 5 of
Directive 2016/943 on the
protection of undisclosed know-
how and business information
(trade secrets) against their
unlawful acquisition, use and
disclosure apply:;

or trade secrets of a natural or legal
person, including source code,
except the cases referred to in
Article 5 of Directive 2016/943 on
the protection of undisclosed
know-how and business
information (trade secrets) against
their unlawful acquisition, use and
disclosure apply-;

or trade secrets of a natural or legal
person, including source code,
except the cases referred to in
Article 5 of Directive 2016/943 on
the protection of undisclosed
know-how and business
information (trade secrets) against
their unlawful acquisition, use and
disclosure apply-;

Text Origin: EP Mandate

| Article 70(1), point (b)

660

(b) the effective implementation of
this Regulation, in particular for

the purpose of inspections,
investigations or audits;(c) public
and national security interests;

(b) the effective implementation of
this Regulation, in particular for
the purpose of inspections,
investigations or audits;(c) public
and national security interests;

(b) the effective implementation of
this Regulation, in particular for
the purpose of inspections,
investigations or audits;fe)pubiic

L ool o .

(b) the effective implementation of
this Regulation, in particular for
the purpose of inspections,
investigations or audits;fe)pubiic

L otiomel o .

| Article 70(1), point (ba)

660a

(ba) public and national security
interests

(ba) public and national security
interests

| Article 70(1), point (c)

(c) integrity of criminal or

(c) integrity of criminal or

(c) integrity of criminal or

661 administrative proceedings. administrative proceedings. adninistrative proceedings-public | administrative proceedings.
and national security interests;
13157/23 RB/ek 138
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Commission Proposal EP Mandate Ceouncil Mandate Draft Agreement
Article 70(1), point (d) |
(d) THIS POINT IS MISSING. (d) THIS POINT IS MISSING. (d) FHLSRONT S MIS TING
THANK YOU FOR USING THANK YOU FOR USING THANK YOU-EOR USING
662 ANOTHER LANGUAGE. ANOTHER LANGUAGE. ANOTHERIANGUAGE integrity
of criminal or administrative
proceedings;
| Article 70(1), point (da)
(da) the integrity of information (da) the integrity of information
662a classified in accordance with classified in accordance with
Union or national law. Union or national law.
| Article 70(1), point (db)
la. The authorities involved in (db) la. The authorities involved
the application of this Regulation in the application of this
pursuant to paragraph 1 shall Regulation pursuant to paragraph
minimise the gquantity of data 1 shall only request data that is
requested for disclosure to the strictly necessary for the
data that is strictly necessary for assessment of the risk posed by
662b the perceived risk and the the Al system_and for the exercise
assessment of that risk. They shall of their powers in compliance with
delete the data as soon as it is no this Regulation and Regulation
longer needed for the purpose it 2019/1020. They shall put in place
was requested for. They shall put adequate and effective
in place adequate and effective cybersecurity measures to protect
cybersecurity, technical and the security and confidentiality of
organisational measures to protect the information and data obtained
13157/23 RB/ek 139
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the security and confidentiality of
the information and data obtained
in_carrying out their tasks and
activities;

Draft Ag

and shall delete the data collected
as soon as it is no longer needed
for the purpose it was requested

for, in accordance with applicable

national or European legislation .

Article 70(2), first subparagraph

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

2. Without prejudice to parasraph
Iparagraphs 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 w#serdeployer
when high-risk Al systems referred

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

2. Without prejudice to paragraph
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 wserdeployer when high-risk Al
systems referred to in points 1, 6

Y| 663 to in points 1, 6 and 7 of Annex III | Annex III are used by law and 7 of Annex III are used by law |,
enforcement, immigration or are used by law enforcement, enforcement, border control, enforcement, border control,
asylum authorities, when such immigration or asylum authorities, | immigration or asylum authorities, | immigration or asylum authorities,
disclosure would jeopardise public | when such disclosure would when such disclosure would when such disclosure would
and national security interests. jeopardise public e#dor national jeopardise public and national jeopardise public and national
security-irterests. security interests._This obligation security interests. /This obligation
to exchange information shall not | to exchange information shall not
cover sensitive operational data in | cover sensitive operational data in
relation to the activities of law relation to the activities of law
enforcement, border control, enforcement, border control,
immigration or asylum immigration or asylum
authorities. authorities.|
Text Origin: Auxiliary 1
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

Article 70(2), second subparagraph

When the law enforcement,
immigration or asylum authorities
are providers of high-risk Al
systems referred to in points 1, 6
and 7 of Annex III, the technical
documentation referred to in
Annex IV shall remain within the
premises of those authorities.
Those authorities shall ensure that
the market surveillance authorities
referred to in Article 63(5) and (6),

When the law enforcement,
immigration or asylum authorities
are providers of high-risk Al
systems referred to in points 1, 6
and 7 of Annex III, the technical
documentation referred to in
Annex IV shall remain within the
premises of those authorities.
Those authorities shall ensure that
the market surveillance authorities
referred to in Article 63(5) and (6),

‘When the law enforcement,
immigration or asylum authorities
are providers of high-risk Al
systems referred to in points 1, 6
and 7 of Annex III, the technical
documentation referred to in
Annex IV shall remain within the
premises of those authorities.
Those authorities shall ensure that
the market surveillance authorities
referred to in Article 63(5) and (6),

When the law enforcement,
immigration or asylum authorities
are providers of high-risk Al
systems referred to in points 1, 6
and 7 of Annex III, the technical
documentation referred to in
Annex IV shall remain within the
premises of those authorities.
Those authorities shall ensure that
the market surveillance authorities
referred to in Article 63(5) and (6),

664 | a5 applicable, can, upon request, as applicable, can, upon request, as applicable, can, upon request, as applicable, can, upon request,
immediately access the immediately access the immediately access the immediately access the
documentation or obtain a copy documentation or obtain a copy documentation or obtain a copy documentation or obtain a copy
thereof. Only staff of the market thereof. Only staff of the market thereof. Only staff of the market thereof. Only staff of the market
surveillance authority holding the | surveillance authority holding the surveillance authority holding the | surveillance authority holding the
appropriate level of security appropriate level of security appropriate level of security appropriate level of security
clearance shall be allowed to clearance shall be allowed to clearance shall be allowed to clearance shall be allowed to
access that documentation or any access that documentation or any access that documentation or any access that documentation or any
copy thereof. copy thereof. copy thereof. copy thereof.

Text Origin: Commission
Proposal
| Article 70(3) |

665 3. Paragraphs 1 and 2 shall not 3. Paragraphs 1, Ia and 2 shall not | 3. Paragraphs 1 and 2 shall not 3. Paragraphs 1, [1a] and 2 shall
affect the rights and obligations of | affect the rights and obligations of | affect the rights and obligations of | not affect the rights and obligations
the Commission, Member States the Commission, Member States the Commission, Member States of the Commission, Member States
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EP Mandate

Ceouncil Mandate

Commission Proposal

and notified bodies with regard to
the exchange of information and
the dissemination of warnings, nor
the obligations of the parties
concerned to provide information
under criminal law of the Member

and notified bodies with regard to
the exchange of information and
the dissemination of warnings, nor
the obligations of the parties
concerned to provide information
under criminal law of the Member

and their relevant authorities, as
well as_notified bodies, with
regard to the exchange of
information and the dissemination
of warnings, including in the
context of cross-border

Draft Agreement

and their relevant authorities, as
well as_notified bodies, with
regard to the exchange of

information and the dissemination
of warnings, including in the
context of cross-border

States. States-; cooperation, nor the obligations of | ceoperation, nor the obligations of
the parties concerned to provide the parties concerned to provide
information under criminal law of | information under criminal law of
the Member States. the Member States.

| Article 70(4) |

4. The Commission and Member
States may exchange, where
necessary, confidential information
with regulatory authorities of third
countries with which they have

4. The Commission and Member
States may exchange, where
strictly necessary and in
accordance with relevant
provisions of international and

concluded bilateral or multilateral
666 | confidentiality arrangements
guaranteeing an adequate level of

trade agreements, confidential
information with regulatory
authorities of third countries with

4. The Commission and Member
States may exchange, where
necessary, confidential information
with regulatory authorities of third
countries with which they have
concluded bilateral or multilateral
confidentiality arrangements
guaranteeing an adequate level of

agreements, confidential
information with regulatory
authorities of third countries with

4. The Commission and Member
States may exchange, where
necessary_and in accordance with
relevant provisions of
international and trade

confidentiality. which they have concluded confidentiality. which they have concluded
bilateral or multilateral bilateral or multilateral
confidentiality arrangements confidentiality arrangements
guaranteeing an adequate level of guaranteeing an adequate level of
confidentiality. confidentiality.
| Article 71 |
667 Article 71 Article 71 Article 71 Article 71
Penalties Penalties Penalties Penalties
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Text Origin: Commission

Proposal

Article 71(1) |
1. In compliance with the terms 1. In compliance with the terms 1. In compliance with the terms 1. In compliance with the terms
and conditions laid down in this and conditions laid down in this and conditions laid down in this and conditions laid down in this
Regulation, Member States shall Regulation, Member States shall Regulation, Member States shall Regulation, Member States shall
lay down the rules on penalties, lay down the rules on penalties, lay down the rules on penalties, lay down the rules on penalties_and
including administrative fines, : : Histrativefines; including administrative fines, other enforcement measures,
applicable to infringements of this | applicable to infringements of this | applicable to infringements of this | which may also include warnings
Regulation and shall take all Regulation by any operator, and Regulation and shall take all and non-monetary measures;
measures necessary to ensure that | shall take all measures necessary to | measures necessary to ensure that bl B B ,
they are properly and effectively ensure that they are properly and they are properly and effectively applicable to infringements of this
implemented. The penalties effectively implemented and implemented. The penalties Regulation by operators, and shall
provided for shall be effective, aligned with the guidelines issued | provided for shall be effective, take all measures necessary to
668 | proportionate, and dissuasive. They | by the Commission and the AL proportionate, and dissuasive. They | ensure that they are properly and
shall take into particular account Office pursuant to Article 82b. shall take into particular account effectively implemented_and
the interests of small-scale The penalties provided for shall be | the size and interests of smeat- taking into account the guidelines
providers and start-up and their effective, proportionate, and seateSME providers, including issued by the Commission and the
economic viability. dissuasive. They shall take into start-ups,-axd-stert-+p and their (Al Office) pursuant to Article
partiertar-account the interests of | economic viability. They shall also | 82b. The penalties provided for
sa-seateproviders-end-stenrt- take into account whether the use | shall be effective, proportionate,
upSMEs and start-ups and their of the Al system is in the context and dissuasive. They shall take into
economic viability-y of personal non-professional partienlar account the interests of
activity. sl o el L
upSMEs including start-ups and
their economic viability.
Article 71(2)
ek 2. The Member States shall notify | 2. The Member States shall notify | 2. The Member States shall 2. The Member States shall
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the Commission of those rules and
of those measures and shall notify
it, without delay, of any subsequent
amendment affecting them.

the Commission and the Office by

without delay notify the

[ 12 months after the date of entry
into force of this Regulation] of
those rules and of those measures
and shall notify #them, without
delay, of any subsequent
amendment affecting them.

Commission of those rules and of

those measures and-shat-notify-it:
withount-delay: of any subsequent

amendment affecting them.

Draft Ag

without delay notify the
Commission [and the Office] and

at the latest by the date of entry
into _application of those respective
rules and of those_respective
measures and shall notify #them,
without delay, of any subsequent
amendment affecting them.

Article 71(3)
3. The following infringements 3. Non compliance with the 3. Non-compliance with any of 3. Non compliance with the
shall be subject to administrative prohibition of the artificial the prohibitions of the artificial prohibition of the artificial
fines of up to 30 000 000 EUR or, | intelligence practices referred to intelligence practices referred to intelligence practices referred to
if the offender is company, up to 6 | in Article 5Thefotlowing in Article 5Thefollowing in Article 5Thefollowing
% of its total worldwide annual infringements shall be subject to infringenents shall be subject to infringenments shall be subject to
turnover for the preceding financial | administrative fines of up to 30-864 | administrative fines of up to 30 000 | administrative fines of up to 36-606
year, whichever is higher: 00640 000 000 EUR or, if the 000 EUR or, if the offender is QOO-ELR[40 000 000 EUR] or, if
| 670 offender is @ company, up to 67 % | company, up to 6 % of its total the offender is @ company, up to 67
of its total worldwide annual worldwide annual turnover for the | % of its total worldwide annual
turnover for the preceding financial | preceding financial year, turnover for the preceding financial
year, whichever is higher: whichever is higher=, In case of year, whichever is higher:
SMEs, including start-ups, these
fines shall be up to 3% of their
worldwide annual turnover for the
preceding financial year.
Article 71(3), point (a)

(a) non-compliance with the

671 prohibition of the artificial deleted deleted
intelligence practices referred to in
13157/23 RB/ek 144
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Commission Proposal
Article 5;

EP Mandate

Ceouncil Mandate

Draft Agreement

| Article 71(3), point (b)

(b) non-compliance of the Al

672 | system with the requirements laid deleted deleted
down in Article 10.
| Article 71(3a)

3a. Non-compliance of the AI
system with the requirements laid
down in Article 10 and 13 shall be
subject to administrative fines of

6724 up to EUR 20 000 000 or, if the
offender is a company, up to 4%
of its total worldwide annual
turnover for the preceding
financial year, whichever is the
higher.

Article 71(4) |
4. The non-compliance of the Al 4. The-Non-compliance of the Al | 4. Fhenron- 4. Fhe-Non-compliance of thean
system with any requirements or system or foundation model with | eomplianeelnfringements of the A4 | Al system_Jor foundation
obligations under this Regulation, | any requirements or obligations SRS FOGHHFEI RS -OF model/Gpai] with any

v 673 other than those laid down in under this Regulation, other than erbliett ol e emlenione | egrpenrbespa bl ion el
Articles 5 and 10, shall be subject | those laid down in Articles 5, 10 othertheir-thoseteaid-dovi this-Regutationof the following
to administrative fines of up to 20 and 13-a1#d-10, shall be subject to ArtietesS-and10following provisions related to operators or

000 000 EUR or, if the offender is

administrative fines of up to-26-060

provisions related to operators or

notified bodies, other than those

a company, up to 4 % of its total 060 EUR 10 000 000 or, if the notified bodies, shall be subject to | laid down in Articles 5-a#d+6-,
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Commission Proposal

worldwide annual turnover for the
preceding financial year,
whichever is higher.

EP Mandate

offender is a company, up to 4
%2% of its total worldwide annual
turnover for the preceding financial
year, whichever is higher:;

Ceouncil Mandate

administrative fines of up to 20 000
000 EUR or, if the offender is a
company, up to 4 % of its total
worldwide annual turnover for the
preceding financial year,
whichever is higher-:

Draft Agreement

[10, 13] shall be subject to
administrative fines of up to 26-066
60615 000 000 EUR or, if the
offender is a company, up to 4
963 % of its total worldwide annual
turnover for the preceding financial
year, whichever is higher.

Text Origin: Presidencyl

Article 7

1(4), point (a)

(a) obligations of providers
pursuant to Articles 4b and 4c;

(a) obligations of providers
pursuant to Articles 4b and 4c;

v| 673a
Text Origin: Council Mandate
Article 71(4), point (b)
(b) obligations of providers (b) obligations of providers
B 673b pursuant to Article 16; pursuant to Article 16;
Text Origin: Council Mandate
Article 71(4), point (c)
(c) obligations for certain other (c) obligations for certain other
Y| 673c persons pursuant to Article 23a; persons pursuant to Article 23a;
Text Origin: Council Mandate
Article 71(4), point (d)
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

<

673d

(d) obligations of authorised
representatives puisuant to Article

(d) obligations of authorised
representatives pursuant to Article

25;

25;

Text Origin: Council Mandate

Article 7

1(4), point (e)

v| 673e

(e) obligations of importers
pursuant to Article 26;

(e) obligations of importers
pursuant to Article 26;

Text Origin: Council Mandate

Article 7

1(4), point (f)

v| 673f

(f) obligations of distributors
pursuant to Article 27;

(f) obligations of distributors
pursuant to Article 27;

Text Origin: Council Mandate

Article 7

1(4), point (g)

(2) obligations of users pursuant

(2) obligations of users pursuant

| 673¢g to Article 29, paragraphs 1 to 6a; | to Article 29, paragraphs 1 to 6a;
Text Origin: Council Mandate
Article 71(4), point (h)
| oL (h) requirements and obligations | (h) requirements and obligations
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Commission Proposal EP Mandate Council Mandate Draft Agreement
of notified bodies pursuant to of notified bodies pursuant to
Article 33, 34(1), 34(3), 34(4), Article 33, 34(1), 34(3), 34(4),
34a; 34a;
Text Origin: Council Mandate
Article 71(4), point (i)
(i) transparency obligations for (i) transparency obligations for
) providers and users pursuant to providers and users pursuant to
vl 673 Article 52. Article 52.
Text Origin: Council Mandate
Article 71(4a)
4a. In case of SMEs, including 4a.
start-ups, these fines shall be up to . .
Y| 673 2% of their worldwide annual e e e P e
turnover for the preceding
financial year.
Article 71(5)
5. The supply of incorrect, 5. The supply of incorrect, 5. The supply of incorrect, 5. The supply of incorrect,
incomplete or misleading incomplete or misleading incomplete or misleading incomplete or misleading
information to notified bodies and | information to notified bodies and | information to notified bodies and | information to notified bodies and
| 674 . e : e . e . e
national competent authorities in national competent authorities in national competent authorities in national competent authorities in
reply to a request shall be subject reply to a request shall be subject reply to a request shall be subject reply to a request shall be subject
to administrative fines of up to 10 | to administrative fines of up to ¢ | to administrative fines of up to 10 | to administrative fines of up to 46
000 000 EUR or, if the offender is | 8660-0665 000 000 EUR or, if the 000 000 EUR or, if the offender is | 866-0667 500 000 EUR or, if the
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Commission Proposal

a company, up to 2 % of its total
worldwide annual turnover for the
preceding financial year,
whichever is higher.

EP Mandate

offender is a company, up to 21 %
of its total worldwide annual
turnover for the preceding financial
year, whichever is higher.

Ceouncil Mandate

a company, up to 2 % of its total
worldwide annual turnover for the
preceding financial year,
whichever is higher. in_case of
SMEs, including start-ups, these
fines shall be up to 1% of their

Draft Agreement

offender is a company, up to 21,35
% of its total worldwide annual
turnover for the preceding financial
year, whichever is higher.

5a. In case of SMEs, including

worldwide annual turnover for the

start-ups, each fine referred to in

preceding financial year.

this Article shall be up to the
percentages or amount referred to

paragraphs 3, 4 and 5, whichever

of the two is lower.

[3b. In case of use of Al systems
in the context of personal non-
professional activities, fines shall

be imposed only for infringements
of Article 52 and amount up to 15
000 EUR or lower.]

Article 7

1(6)

6. When deciding on the amount
of the administrative fine in each
individual case, all relevant
circumstances of the specific
situation shall be taken into

6. Fines may be imposed in
addition to or instead of non-
monetary measures such as orders
or warnings. When deciding on the
amount of the administrative fine

6. When deciding on the amount
of the administrative fine in each
individual case, all relevant
circumstances of the specific
situation shall be taken into

6. ‘When deciding whether to
impose an administrative fine and
on the amount of the
administrative fine in each
individual case, all relevant

e account and due regard shall be in each individual case, all relevant | account and due regard shall be circumstances of the specific
given to the following: circumstances of the specific given to the following: situation shall be taken into
situation shall be taken into account and, as appropriate,-die
account and due regard shall be regard shall be given to the
given to the following:; following:
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

Article 71(6), point (a)
(a) the nature, gravity and duration | (a) the nature, gravity and duration | (a) the nature, gravity and duration | (a) the nature, gravity and duration
of the infringement and of its of the infringement and of its of the infringement and of its of the infringement and of its
consequences; consequences, taking into account | consequences; consequences, taking into account
676 the purpose of the Al system, as the purpose of the Al system, as
well as, where appropriate, the well as, where appropriate, the
number of affected persons and number of affected persons and
the level of damage suffered by the level of damage suffered by
them; them;
| Article 71(6), point (aa) |
(aa) the intentional or negligent (aa) seeline 6782
676a .
character of the infringement;
| Article 71(6), point (ab)
(ab) any action taken by the (ab) see line 678h
operator in order to remedy the
676b infringement and mitigate the
possible adverse effects of the
infringement;
| Article 71(6), point (b) |
(b) whether administrative fines (b) whether administrative fines (b) whether administrative fines (b) whether administrative fines
677 have been already applied by other | have been already applied by other | have been already applied by other | have been already applied by other
market surveillance authorities to marketswrveitancenational market surveillance authorities in [market surveillance/ national
the same operator for the same supervisory authorities of one or other Member States to the same supervisory authorities of one or
infringement. more Member States to the same operator for the same more Member States to the same
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EP Mandate

Ceouncil Mandate

Commission Proposal

operator for the same
infringement:;

infringement:;

Draft Agreement

operator for the same
infringement-;

Text Origin: Auxiliary 1

| Article 7

1(6), point (ba)

(ba) whether administrative fines

(ba) whether administrative fines

have been already applied by
other authorities to the same

operator for infringements of
other Union or national law, when

have been already applied by
other authorities to the same

operator for infringements of
other Union or national law, when

677a such infringements result from such infringements result from
the same activity or omission the same activity or omission
constituting a relevant constituting a relevant
infringement of this Act; infringement of this Act;
Text Origin: Auxiliary 1
| Article 71(6), point (c)
(c) the size and market share of the | (¢) the size and market (c) the size, the annual turnover (c) the size, the annual turnover
operator committing the shareannual turnover of the and market share of the operator and market share of the operator
678 infringement; operator committing the committing the infringement; committing the infringement;
infringement;
Text Origin: Auxiliary 1
| Article 71(6), point (ca)
(ca) any other aggravating or (ca) any other aggravating or
678a ST . ST :
mitigating factor applicable to the | mitigating factor applicable to the
circumstances of the case, such as | circumstances of the case, such as
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EP Mandate

Ceouncil Mandate

Commission Proposal

financial benefits gained, or losses

Draft Agreement

financial benefits gained, or losses

avoided, directly or indirectly,
from the infringement.

avoided, directly or indirectly,
from the infringement.

Text Origin: Council Mandate

Article 7

1(6), point (cb)

(ca) the degree of cooperation
with the national competent
authorities, in order to remedy the

(ca) the degree of cooperation
with the national competent
authorities, in order to remedy the

678b infringement and mitigate the infringement and mitigate the
possible adverse effects of the possible adverse effects of the
infringement; infringement;
Text Origin: Auxiliary 1
| Article 71(6), point (cc)
(cb) the degree of responsibility of (cb) the degree of responsibility of
the operator taking into account the operator taking into account
678¢c the technical and organisational the technical and organisational
measures implemented by them; measures implemented by them;
Text Origin: Auxiliary 1
Article 71(6), point (cd)
(cc) adherence to approved codes (cc) [adherence to approved codes
v| 678d of conduct or approved of conduct or approved Y
certification mechanisms; certification mechanisms;|
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Text Origin: EP Mandate
Article 71(6), point (cd)
(cd) any relevant previous
678¢ .
infringements by the operator;
| Article 71(6), point (ce) |
(ce) the manner in which the (ce) the manner in which the
infringement became known to infringement became known to
the national competent the national competent
authorities, in particular whether, authorities, in particular whether,
678f and if so to what extent, the and if so to what extent, the
operator notified the operator notified the
infringement; infringement;
Text Origin: Auxiliary 1
| Article 71(6), point (cf)
(cf) the intentional or negligent (cf) the intentional or negligent
678g character of the infringement; character of the infringement;
Text Origin: EP Mandate
| Article 71(6), point (cg) |
678h (cg) any action taken by the (cg) any action taken by the
operator to mitigate the harm of operator to mitigate the harm of
damage suffered by the affected damage suffered by the affected
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persons; persons;
Text Origin: EP Mandate
| Article 71(7) |
7. Each Member State shall lay 7. each Member State shall lay 7. Each Member State shall lay 7. Each Member State shall lay
down rules on whether and to what | down rules on whetherandto-what | down rules on whether and to what | down rules on whether-and-to what
extent administrative fines may be | extent-administrative fines meayto extent administrative fines may be | extent administrative fines may be
679 | imposed on public authorities and | be imposed on public authorities imposed on public authorities and | imposed on public authorities and
bodies established in that Member | and bodies established in that bodies established in that Member | bodies established in that Member
State. Member State:; State. State.
Text Origin: Auxiliary 1
| Article 71(8) |
8. Depending on the legal system | 8. Depending on the legal system | 8. Depending on the legal system | 8. Depending on the legal system
of the Member States, the rules on | of the Member States, the rules on | of the Member States, the rules on | of the Member States, the rules on
administrative fines may be applied | administrative fines may be applied | administrative fines may be applied | administrative fines may be applied
in such a manner that the fines are | in such a manner that the fines are | in such a manner that the fines are | in such a manner that the fines are
imposed by competent national imposed by competent national imposed by competent national imposed by competent national
680 | courts of other bodies as applicable | courts of other bodies as applicable | courts efor other bodies as courts efor other bodies as
in those Member States. The in those Member States. The applicable in those Member States. | applicable in those Member States.
application of such rules in those application of such rules in those The application of such rules in The application of such rules in
Member States shall have an Member States shall have an those Member States shall have an | those Member States shall have an
equivalent effect. equivalent effect. equivalent effect. equivalent effect.
Text Origin: Auxiliary 1
Article 71(8a) |
v| 680a
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8a. The exercise by the market 8a. The exercise by the [market
surveillance auihority of its surveillance] authority of its
powers under this Article shall be | powers under this Article shall be
subject to appropriate procedural | subject to appropriate procedural
safeguards in accordance with safeguards in accordance with
Union and Member State law, Union and Member State law,
including effective judicial remedy | including effective judicial remedy
and due process. and due process.
Text Origin: Auxiliary 1
Article 71(8a)
8a. The penalties referred to in
this article as well as the
associated litigation costs and
indemnification claims may not be
680b the subject of contractual clauses
or other form of burden-sharing
agreements between providers and
distributors, importers, deployers,
or any other third parties;
Article 71(8b)
8b. National supervisory 8b. National supervisory
authorities shall, on an annual authorities shall, on an annual
| 680c basis, report to the AI Office basis, report [to the AI Office and]
about the fines they have issued to the European Commission
during that year, in accordance about the administrative fines they
with this Article; have issued during that year, in
accordance with this Article, and
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Commission Proposal EP Mandate Ceouncil Mandate Draft Agreement
any related litigation or judicial
proceedings;
Text Origin: Auxiliary 1
Article 71(8c)
8c. The exercise by competent
authorities of their powers under
this Article shall be subject to
680d appropriate procedural safeguards
in accordance with Union and
national law, including judicial
remedy and due process;
| Article 72 |
Article 72 Article 72 Article 72 Article 72
Administrative fines on Union Administrative fines on Union Administrative fines on Union Administrative fines on Union
681 institutions, agencies and bodies institutions, agencies and bodies institutions, agencies and bodies institutions, agencies and bodies
Text Origin: Commission
Proposal
| Article 72(1)
1. The European Data Protection 1. The European Data Protection 1. The European Data Protection 1. The European Data Protection
Supervisor may impose Supervisor may impose Supervisor may impose Supervisor may impose
682 administrative fines on Union administrative fines on Union administrative fines on Union administrative fines on Union
institutions, agencies and bodies institutions, agencies and bodies institutions, agencies and bodies institutions, agencies and bodies
falling within the scope of this falling within the scope of this falling within the scope of this falling within the scope of this
Regulation. When deciding Regulation. When deciding Regulation. When deciding Regulation. When deciding
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EP Mandate

Ceouncil Mandate

Commission Proposal

whether to impose an
administrative fine and deciding on
the amount of the administrative
fine in each individual case, all
relevant circumstances of the
specific situation shall be taken
into account and due regard shall
be given to the following:

whether to impose an
administrative fine and deciding on
the amount of the administrative
fine in each individual case, all
relevant circumstances of the
specific situation shall be taken
into account and due regard shall
be given to the following:

whether to impose an
administrative fine and deciding on
the amount of the administrative
fine in each individual case, all
relevant circumstances of the
specific situation shall be taken
into account and due regard shall
be given to the following:

Draft Agreement

whether to impose an
administrative fine and deciding on
the amount of the administrative
fine in each individual case, all
relevant circumstances of the
specific situation shall be taken
into account and due regard shall
be given to the following:

Text Origin: Commission

Proposal

| Article 7

2(1), point (a)

(a) the nature, gravity and duration
of the infringement and of its
consequences;

(a) the nature, gravity and duration
of the infringement and of its
consequences;, taking into account
the purpose of the Al system
concerned as well as the number

(a) the nature, gravity and duration
of the infringement and of its
consequences;

(a) the nature, gravity and duration
of the infringement and of its
consequences;, taking into account
the purpose of the Al system
concerned as well as the number

683 of affected persons and the level of affected persons and the level
of damage suffered by them, and of damage suffered by them, and
any relevant previous any relevant previous
infringement; infringement;
Text Origin: EP Mandate
| Article 72(1), point (aa)
(aa) the degree of responsibility (aa) the degree of responsibility
of the Union institution, agency or of the Union institution, agency or
683a . .
body, taking into account body, taking into account
technical and organisational technical and organisational
measures implemented by them; measures implemented by them;
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

Text Origin: Auxiliary 1

Article 7

2(1), point (ab)

(ab) any action taken by the
Union institution, agency or body

(ab) any action taken by the
Union institution, agency or body

683b to mitigate the damage suffered by to mitigate the damage suffered by
affected persons; affected persons;
Text Origin: Auxiliary 1
| Article 72(1), point (b)

(b) the cooperation with the (b) the degree of cooperation with | (b) the cooperation with the (b) the degree of cooperation with
European Data Protection the European Data Protection European Data Protection the European Data Protection
Supervisor in order to remedy the Supervisor in order to remedy the Supervisor in order to remedy the Supervisor in order to remedy the
infringement and mitigate the infringement and mitigate the infringement and mitigate the infringement and mitigate the
possible adverse effects of the possible adverse effects of the possible adverse effects of the possible adverse effects of the
infringement, including infringement, including infringement, including infringement, including
compliance with any of the compliance with any of the compliance with any of the compliance with any of the

684 | measures previously ordered by the | measures previously ordered by the | measures previously ordered by the | measures previously ordered by the
European Data Protection European Data Protection European Data Protection European Data Protection
Supervisor against the Union Supervisor against the Union Supervisor against the Union Supervisor against the Union
institution or agency or body institution or agency or body institution or agency or body institution or agency or body
concerned with regard to the same | concerned with regard to the same | concerned with regard to the same | concerned with regard to the same
subject matter; subject matter; subject matter; subject matter;

Text Origin: Auxiliary 1
| Article 72(1), point (c)
685
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Commission Proposal

(c) any similar previous
infringements by the Union
institution, agency or body;

EP Mandate

(c) any similar previous
infringements by the Union
institution, agency or body;

Ceouncil Mandate

(c) any similar previous
infringements by the Union
institution, agency or bodys,

Draft Agreement

(c) any similar previous
infringements by the Union
institution, agency or body;

Text Origin: Commission

Proposal

| Article 7

2(1), point (ca)

(ca) the manner in which the
infringement became known to
the European Data Protection
Supervisor, in particular whether,

(ca) the manner in which the
infringement became known to
the European Data Protection
Supervisor, in particular whether,

685a and if so to what extent, the Union and if so to what extent, the Union
institution or body notified the institution or body notified the
infringement; infringement;
Text Origin: Auxiliary 1
| Article 72(1), point (cb)

(cb) the annual budget of the

(cb) the annual budget of the

685b body; body;
Text Origin: Auxiliary 1
| Article 72(2)
2. The following infringements 2. Non compliance with the 2. Non-compliance with any of 2. Non compliance with the
686 | shall be subject to administrative prohibition of the artificial the prohibitions of the artificial prohibition of the artificial
fines of up to 500 000 EUR: intelligence practices referred to intelligence practices referred to intelligence practices referred to
in_Article S5Thefottowing in Article S5+hefollowing in Article S5thefollowing
13157/23 RB/ek 159
ANNEX TREE.2.B LIMITE EN



Draft Agree

infringements shall be subject to infringenents shall be subject to infringements shall be subject to
administrative fines of up to-564 administrative fines of up to 500 administrative fines of up to-304
060-EUR:- EUR 1 500 000. 000 EUR-, BO0-ELR- EUR 1 500 000.
Text Origin: Auxiliary 1
Article 72(2), point (-a)
686a
Article 72(2), point (a)
(a) non-compliance with the (&) mremeempkiceeeih-the
637 prohibition of the artificial deleted deleted el e P e !
intelligence practices referred to in intelligence practices referredto-in
Atrticle 5; Artiele5-deleted
| Article 72(2), point (aa) |
2 a non-compliance of the Al (aa) deleted
system with the requirements laid . .
687a down in Article 10 shall be subject Text Origin: Auxiliary I
to administrative fines of up to 1
000 000 EUR.
| Article 72(2), point (b) |
(b) non-compliance of the Al (b) non-compliance of the Al (b) werenmplicnesa/ et
688 | system with the requirements laid | system with the requirements laid deleted ot e e e L]
down in Article 10. down in Article 10. down-inArticle10-deleted
Text Origin: Auxiliary 1
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

Article 72(3) |
3. The non-compliance of the Al 3. the non-compliance of the Al 3. Fhe-Non-compliance of the Al 3. the non-compliance of the Al
system with any requirements or system with any requirements or system with any requirements or system with any requirements or
obligations under this Regulation, | obligations under this Regulation, | obligations under this Regulation, | obligations under this Regulation,
other than those laid down in other than those laid down in other than those laid down in other than those laid down in

689 | Articles 5 and 10, shall be subject | Articles 5 and 10, shall be subject | Articles 5 and 10, shall be subject | Articles 5-a#¢-4, shall be subject
to administrative fines of up to 250 | to administrative fines of up to 256 | to administrative fines of up to 250 | to administrative fines of up to 250
000 EUR. 006-EUR 750 000. 000 EUR. H600-EUR 750 000.

Text Origin: Auxiliary 1
| Article 72(4)

4. Before taking decisions 4. Before taking decisions 4. Before taking decisions 4. Before taking decisions
pursuant to this Article, the pursuant to this Article, the pursuant to this Article, the pursuant to this Article, the
European Data Protection European Data Protection European Data Protection European Data Protection
Supervisor shall give the Union Supervisor shall give the Union Supervisor shall give the Union Supervisor shall give the Union
institution, agency or body which institution, agency or body which institution, agency or body which institution, agency or body which
is the subject of the proceedings is the subject of the proceedings is the subject of the proceedings is the subject of the proceedings
conducted by the European Data conducted by the European Data conducted by the European Data conducted by the European Data

690 Protection Supervisor the Protection Supervisor the Protection Supervisor the Protection Supervisor the
opportunity of being heard on the opportunity of being heard on the opportunity of being heard on the opportunity of being heard on the
matter regarding the possible matter regarding the possible matter regarding the possible matter regarding the possible
infringement. The European Data infringement. The European Data infringement. The European Data infringement. The European Data
Protection Supervisor shall base his | Protection Supervisor shall base his | Protection Supervisor shall base his | Protection Supervisor shall base his
or her decisions only on elements or her decisions only on elements or her decisions only on elements or her decisions only on elements
and circumstances on which the and circumstances on which the and circumstances on which the and circumstances on which the
parties concerned have been able to | parties concerned have been able to | parties concerned have been able to | parties concerned have been able to
comment. Complainants, if any, comment. Complainants, if any, comment. Complainants, if any, comment. Complainants, if any,
shall be associated closely with the | shall be associated closely with the | shall be associated closely with the | shall be associated closely with the
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proceedings. proceedings. proceedings. proceedings.
Text Origin: Commission
Proposal
Article 72(5) |

5. The rights of defense of the
parties concerned shall be fully
respected in the proceedings. They
shall be entitled to have access to
the European Data Protection
Supervisor’s file, subject to the

5. The rights of defense of the
parties concerned shall be fully
respected in the proceedings. They
shall be entitled to have access to
the European Data Protection
Supervisor’s file, subject to the

5. The rights of defense of the
parties concerned shall be fully
respected in the proceedings. They
shall be entitled to have access to
the European Data Protection
Supervisor’s file, subject to the

5. The rights of defense of the
parties concerned shall be fully
respected in the proceedings. They
shall be entitled to have access to
the European Data Protection
Supervisor’s file, subject to the

691 legitimate interest of individuals or | legitimate interest of individuals or | legitimate interest of individuals or | legitimate interest of individuals or
undertakings in the protection of undertakings in the protection of undertakings in the protection of undertakings in the protection of
their personal data or business their personal data or business their personal data or business their personal data or business
secrets. secrets. secrets. secrets.
Text Origin: Commission
Proposal
Article 72(6) |
6. Funds collected by imposition 6. Funds collected by imposition 6. Funds collected by imposition 6. Funds collected by imposition
of fines in this Article shall be the | of fines in this Article shall be#ke | of fines in this Article shall be the | of fines in this Article shall he-the
income of the general budget of the | ineomecontribute to the general income of the general budget of the | ineomecontribute to the general
Union. budget of the general Union. budget of the general
v| 692 bideetUnion. The fines shall not budeetUnion. The fines shall not | "
affect the effective operation of affect the effective operation of
the Union_institution, body or the Union_institution, body or
agency fined. agency fined.
Text Origin: Auxiliary 1
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Article 72(6a)
6a. the European Data Protection 6a. the European Data Protection
Supervisor shall, on an annual Supervisor shall, on an annual
basis, notify the AI Office of the basis, notify the European
fines it has imposed pursuant to Commission [and the Al Office]
Y| 692a this Article. of the administrative fines it has v
imposed pursuant to this Article
and any litigation or judicial
proceedings;
Text Origin: Auxiliary 1
TITLE XI
TITLE XI TITLE XI TITLE XI TITLE XI
DELEGATION OF POWER AND | DELEGATION OF POWER AND | DELEGATION OF POWER AND | DELEGATION OF POWER AND
693 COMMITTEE PROCEDURE COMMITTEE PROCEDURE COMMITTEE PROCEDURE COMMITTEE PROCEDURE
Text Origin: Commission
Proposal
| Article 73
Article 73 Article 73 Article 73 Article 73
- Exercise of the delegation Exercise of the delegation Exercise of the delegation Exercise of the delegation
Text Origin: Commission
Proposal
| Article 73(1) |
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1. The power to adopt delegated
acts is conferred on the
Commission subject to the

1. The power to adopt delegated
acts is conferred on the
Commission subject to the
conditions laid down in this

1. The power to adopt delegated
acts is conferred on the
Commission subject to the
conditions laid down in this

1. The power to adopt delegated
acts is conferred on the
Commission subject to the
conditions laid down in this

695 | conditions laid down in this
Atrticle. Article. Article. Article.
Text Origin: Commission
Proposal
Article 73(2)
2. The delegation of power 2. The delesation-of powerpower | 2. The delegation of power 2. The delesation-of porverpower
referred to in Article 4, Article to adopt delegated acts referred to | referred to in Article 47(1), Article | to adopt delegated acts referred to
7(1), Article 11(3), Article 43(5) in Article 4, Article 7(1), Article HH7(3), Article 11(3), Article in [Article 4, Article 7(1), Article
and (6) and Article 48(5) shall be 11(3), Article 43(5) and (6) and 43(5) and (6) and Article 48(5) 11(3), Article 43(5) and (6) and
conferred on the Commission for Article 48(5) shall be conferred on | shall be conferred on the Article 48(5)/ shall be conferred on
an indeterminate period of time the Commission for &# Commission for en-indeterminatea | the Commission for a#
from [entering into force of the indeterminatea period of timefrom | period of timefive years from indeterminatea period of timefrom
Regulation]. five years from ... [enteringthe [entering into force of the five years from ... [enterinsthe
date of entry into force of the Regulationenterineintoforce-of date of entry into force of the
1 696 Regulation]. The Commission shall | theRegulation]. Regulation]. The Commission shall
draw up a report in respect of the draw up a report in respect of the
delegation of power not later than delegation of power not later than
9 months before the end of the 9 months before the end of the
five-vear period. The delegation of five-year period. The delegation of
power shall be tacitly extended for power shall be tacitly extended for
periods of an identical duration, periods of an identical duration,
unless the European Parliament unless the European Parliament
or the Council opposes such or the Council opposes such
extension not later than three extension not later than three
months before the end of each months before the end of each
period. period,
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Text Origin: Auxiliary 1
Article 73(2a), first subparagraph
2a. The Commission shall draw
up a report in respect of the
delegation of power not later than
nine months before the end of the
5 vear period. The delegation of
/| 696a power shall be tacitly extended for
periods of an identical duration,
unless the European Parliament
or the Council opposes such
extension not later than three
months before the end of each
period.
Article 73(3)
3. The delegation of power 3. The delegation of power 3. The delegation of power 3. The delegation of power
referred to in Article 4, Article referred to in Article 4, Article referred to in Article 47(1), Article | referred to in fArticle 47(1), Article
7(1), Article 11(3), Article 43(5) 7(1), Article 11(3), Article 43(5) HH7(3), Article 11(3), Article HH7(3), Article 11(3), Article
and (6) and Article 48(5) may be and (6) and Article 48(5) may be 43(5) and (6) and Article 48(5) 43(5) and (6) and Article 48(5)/
revoked at any time by the revoked at any time by the may be revoked at any time by the | may be revoked at any time by the
v| 697 | European Parliament or by the European Parliament or by the European Parliament or by the European Parliament or by the
Council. A decision of revocation Council. A decision of revocation Council. A decision of revocation | Council. A decision of revocation
shall put an end to the delegation shall put an end to the delegation shall put an end to the delegation shall put an end to the delegation
of power specified in that decision. | of power specified in that decision. | of power specified in that decision. | of power specified in that decision.
It shall take effect the day It shall take effect the day It shall take effect the day It shall take effect the day
following that of its publication in | following that of its publication in | following that of its publication in | following that of its publication in
the Official Journal of the the Official Journal of the the Official Journal of the the Official Journal of the
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Commission Proposal

European Union or at a later date
specified therein. It shall not affect
the validity of any delegated acts
already in force.

EP Mandate

European Union or at a later date
specified therein. It shall not affect
the validity of any delegated acts
already in force.

Ceouncil Mandate

European UnionOfficicd-Jomrnal
of the Enropeantion or at a later

date specified therein. It shall not
affect the validity of any delegated
acts already in force.

Draft Agreement

European UnionOfficial Jorrnal
of the-Enropeantnion or at a later

date specified therein. It shall not
affect the validity of any delegated
acts already in force.

Text Origin: Auxiliary 1

Article 73(3a)

697a

3a. Before adopting a delegated
act, the Commission shall consult
with the relevant institutions, the
Office, the Advisory Forum and
other relevant stakeholders in
accordance with the principles
laid down in the Interinstitutional
Agreement of 13 April 2016 on
Better Law-Making.

Once the Commission decides to
draft a delegated act, it shall
notify the European Parliament of
this fact. This notification does
not place an obligation on the
Commission to adopt the said act.

| Article 7

3(4)

4. As soon as it adopts a delegated

4. As soon as it adopts a delegated

4. As soon as it adopts a delegated

4. As soon as it adopts a delegated

698 | act, the Commission shall notify it | act, the Commission shall notify it | act, the Commission shall notify it | act, the Commission shall notify it
simultaneously to the European simultaneously to the European simultaneously to the European simultaneously to the European
Parliament and to the Council. Parliament and to the Council. Parliament and to the Council. Parliament and to the Council.
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Text Origin: Commission

Proposal

| Article 73

(5)

5. Any delegated act adopted
pursuant to Article 4, Article 7(1),
Article 11(3), Article 43(5) and (6)
and Article 48(5) shall enter into
force only if no objection has been
expressed by either the European
Parliament or the Council within a
period of three months of
notification of that act to the
European Parliament and the

5. Any delegated act adopted
pursuant to Article 4, Article 7(1),
Article 11(3), Article 43(5) and (6)
and Article 48(5) shall enter into
force only if no objection has been
expressed by either the European
Parliament or the Council within a
period of three months of
notification of that act to the
European Parliament and the

5. Any delegated act adopted
pursuant to Article 47(1), Article
HH7(3), Article 11(3), Article
43(5) and (6) and Article 48(5)
shall enter into force only if no
objection has been expressed by
either the European Parliament or
the Council within a period of three
months of notification of that act to
the European Parliament and the

5. Any delegated act adopted
pursuant to [Article 4/, Article
7(1), Article 11(3), Article 43(5)
and (6) and Article 48(5) shall
enter into force only if no objection
has been expressed by either the
European Parliament or the
Council within a period of three
months of notification of that act to
the European Parliament and the

699 | Council or if, before the expiry of | Council or if, before the expiry of | Council or if, before the expiry of | Council or if, before the expiry of
that period, the European that period, the European that period, the European that period, the European
Parliament and the Council have Parliament and the Council have Parliament and the Council have Parliament and the Council have
both informed the Commission that | both informed the Commission that | both informed the Commission that | both informed the Commission that
they will not object. That period they will not object. That period they will not object. That period they will not object. That period
shall be extended by three months | shall be extended by three months | shall be extended by three months | shall be extended by three months
at the initiative of the European at the initiative of the European at the initiative of the European at the initiative of the European
Parliament or of the Council. Parliament or of the Council. Parliament or of the Council. Parliament or of the Council.
Text Origin: Commission
Proposal
| Article 74
700 Article 74 Article 74 Article 74 Article 74
Committee procedure Committee procedure Committee procedure Committee procedure
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Text Origin: Commission
Proposal
Article 74(1) |
1. The Commission shall be 1. The Commission shall be 1. The Commission shall be 1. The Commission shall be
assisted by a committee. That assisted by a committee. That assisted by a committee. That assisted by a committee. That
committee shall be a committee committee shall be a committee committee shall be a committee committee shall be a committee
701 within the meaning of Regulation | within the meaning of Regulation within the meaning of Regulation | within the meaning of Regulation
(EU) No 182/2011. (EU) No 182/2011. (EU) No 182/2011. (EU) No 182/2011.
Text Origin: Commission
Proposal
| Article 74(2)
2. Where reference is made to this | 2. Where reference is made to this | 2. Where reference is made to this | 2. Where reference is made to this
paragraph, Article 5 of Regulation | paragraph, Article 5 of Regulation | paragraph, Article 5 of Regulation | paragraph, Article 5 of Regulation
702 | (EU) No 182/2011 shall apply. (EU) No 182/2011 shall apply. (EU) No 182/2011 shall apply. (EU) No 182/2011 shall apply.
Text Origin: Commission
Proposal
TITLE XlI
TITLE XII TITLE XII TITLE XII TITLE XII
i FINAL PROVISIONS FINAL PROVISIONS FINAL PROVISIONS FINAL PROVISIONS
Text Origin: Commission
Proposal
| Article 75
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Commission Proposal EP Mandate Ceouncil Mandate Draft Agreement
Article 75 Article 75 Article 75 Article 75
Amendment to Regulation (EC) No | Amendment to Regulation (EC) No | Amendment to Regulation (EC) No | Amendment to Regulation (EC) No
704 300/2008 300/2008 300/2008 300/2008
Text Origin: Commission
Proposal
| Article 75, first paragraph |
In Article 4(3) of Regulation (EC) | In Article 4(3) of Regulation (EC) | In Article 4(3) of Regulation (EC) | In Article 4(3) of Regulation (EC)
No 300/2008, the following No 300/2008, the following No 300/2008, the following No 300/2008, the following
705 | subparagraph is added: subparagraph is added: subparagraph is added: subparagraph is added:
Text Origin: Commission
Proposal
| Article 75, first paragraph, amending provision, first paragraph
When adopting detailed measures | When adopting detailed measures | "When adopting detailed measures | When adopting detailed measures
related to technical specifications related to technical specifications related to technical specifications related to technical specifications
and procedures for approval and and procedures for approval and and procedures for approval and and procedures for approval and
use of security equipment use of security equipment use of security equipment use of security equipment
concerning Artificial Intelligence concerning Artificial Intelligence concerning Artificial Intelligence concerning Artificial Intelligence
706 | systems in the meaning of systems in the meaning of systems in the meaning of systems in the meaning of
Regulation (EU) YYY/XX [on Regulation (EU) YYY/XX [on Regulation (EU) YYY/XX [on Regulation (EU) YYY/XX [on
Artificial Intelligence] of the Artificial Intelligence] of the Artificial Intelligence] of the Artificial Intelligence] of the
European Parliament and of the European Parliament and of the European Parliament and of the European Parliament and of the
Council*, the requirements set out | Council*, the requirements set out | Council®*, the requirements set out | Council®*, the requirements set out
in Chapter 2, Title III of that in Chapter 2, Title III of that in Chapter 2, Title III of that in Chapter 2, Title III of that
Regulation shall be taken into Regulation shall be taken into Regulation shall be taken into Regulation shall be taken into
account.” account.” account."” account.”
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

Text Origin: Commission
Proposal
| Article 75, first paragraph, amending provision, second paragraph
707 Text Origin: Commission
Proposal
| Article 75, first paragraph, amending provision, third paragraph
* Regulation (EU) YYY/XX [on * Regulation (EU) YYY/XX [on * Regulation (EU) YYY/XX [on * Regulation (EU) YYY/XX
Artificial Intelligence] (OJ ...).” Artificial Intelligence] (OJ ...).” Artificial Intelligence] (OJ ...).” Artificial Intelligence] (OJ ..
708 (13 (13 (13
Text Origin: Commission
Proposal
| Article 76
Article 76 Article 76 Article 76 Article 76
Amendment to Regulation (EU) Amendment to Regulation (EU) Amendment to Regulation (EU) Amendment to Regulation (EU)
709 No 167/2013 No 167/2013 No 167/2013 No 167/2013
Text Origin: Commission
Proposal
| Article 76, first paragraph |
710 In Article 17(5) of Regulation (EU) | In Article 17(5) of Regulation (EU) | In Article 17(5) of Regulation (EU) | In Article 17(5) of Regulation (EU) I
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Commission Proposal

No 167/2013, the following
subparagraph is added:

EP Mandate

No 167/2013, the following
subparagraph is added:

Ceouncil Mandate

No 167/2013, the following
subparagraph is added:

Draft Agreement

No 167/2013, the following
subparagraph is added:

Text Origin: Commission

Proposal

Article 7

6, first paragraph, amending provision, first paragraph

13

When adopting delegated acts
pursuant to the first subparagraph
concerning artificial intelligence
systems which are safety
components in the meaning of
Regulation (EU) YYY/XX [on

13

When adopting delegated acts
pursuant to the first subparagraph
concerning artificial intelligence
systems which are safety
components in the meaning of
Regulation (EU) YYY/XX [on

13

"When adopting delegated acts
pursuant to the first subparagraph
concerning artificial intelligence
systems which are safety
components in the meaning of
Regulation (EU) YYY/XX [on

components in the meaning of
Regulation (EU) YYY/XX [on

711 Artificial Intelligence] of the Artificial Intelligence] of the Artificial Intelligence] of the Artificial Intelligence] of the
European Parliament and of the European Parliament and of the European Parliament and of the European Parliament and of the
Council*, the requirements set out | Council*, the requirements set out | Council®, the requirements set out | Council®, the requirements set out
in Title III, Chapter 2 of that in Title I1I, Chapter 2 of that in Title III, Chapter 2 of that in Title III, Chapter 2 of that
Regulation shall be taken into Regulation shall be taken into Regulation shall be taken into Regulation shall be taken into
account. account. account. account.
Text Origin: Commission
Proposal
| Article 76, first paragraph, amending provision, second paragraph
712

Text Origin: Commission

Proposal

| Article 76, first paragraph, amending provision, third paragraph

When adopting delegated acts
pursuant to the first subparagraph
concerning artificial intelligence
systems which are safety

|
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Commission Proposal

* Regulation (EU) YYY/XX [on
Artificial Intelligence] (OJ ...).

2

EP Mandate

* Regulation (EU) YYY/XX [on
Artificial Intelligence] (OJ ...).

Ceouncil Mandate

* Regulation (EU) YYY/XX [on
Artificial Intelligence] (OJ ...)."”

b

Draft Agreement

* Regulation (EU) YYY/XX [on
Artificial Intelligence] (OJ ...).

2

713
Text Origin: Commission
Proposal
| Article 77 |
Article 77 Article 77 Article 77 Article 77
Amendment to Regulation (EU) Amendment to Regulation (EU) Amendment to Regulation (EU) Amendment to Regulation (EU)
714 No 168/2013 No 168/2013 No 168/2013 No 168/2013
Text Origin: Commission
Proposal
| Article 77, first paragraph |
In Article 22(5) of Regulation (EU) | In Article 22(5) of Regulation (EU) | In Article 22(5) of Regulation (EU) | In Article 22(5) of Regulation (EU)
No 168/2013, the following No 168/2013, the following No 168/2013, the following No 168/2013, the following
715 | subparagraph is added: subparagraph is added: subparagraph is added: subparagraph is added:
Text Origin: Commission
Proposal
| Article 77, first paragraph, amending provision, first paragraph
716 | When adopting delegated acts When adopting delegated acts "When adopting delegated acts When adopting delegated acts
pursuant to the first subparagraph pursuant to the first subparagraph pursuant to the first subparagraph pursuant to the first subparagraph
concerning Artificial Intelligence concerning Artificial Intelligence concerning Artificial Intelligence concerning Artificial Intelligence
13157/23 RB/ek 172
ANNEX TREE.2.B LIMITE EN



Commission Proposal

systems which are safety
components in the meaning of
Regulation (EU) YYY/XX on
[Artificial Intelligence] of the
European Parliament and of the
Council*, the requirements set out
in Title I1I, Chapter 2 of that
Regulation shall be taken into
account.

EP Mandate

systems which are safety
components in the meaning of
Regulation (EU) YYY/XX on
[Artificial Intelligence] of the
European Parliament and of the
Council*, the requirements set out
in Title I1I, Chapter 2 of that
Regulation shall be taken into
account.

Ceouncil Mandate

systems which are safety
components in the meaning of
Regulation (EU) YYY/XX on
[Artificial Intelligence] of the
European Parliament and of the
Council*, the requirements set out
in Title III, Chapter 2 of that
Regulation shall be taken into
account.

Draft Agreement

systems which are safety
components in the meaning of
Regulation (EU) YYY/XX on
[Artificial Intelligence] of the
European Parliament and of the
Council*, the requirements set out
in Title III, Chapter 2 of that
Regulation shall be taken into
account.

Text Origin: Commission
Proposal
| Article 77, first paragraph, amending provision, second paragraph
717 Text Origin: Commission
Proposal
| Article 77, first paragraph, amending provision, third paragraph
* Regulation (EU) YYY/XX [on * Regulation (EU) YYY/XX [on * Regulation (EU) YYY/XX [on * Regulation (EU) YYY/XX [on
Artificial Intelligence] (OJ ...). Artificial Intelligence] (OJ ...). Artificial Intelligence] (OJ ...)."” Artificial Intelligence] (OJ ..
7 1 8 2 2 2
Text Origin: Commission
Proposal
| Article 78 |
719 . . . .
Article 78 Article 78 Article 78 Article 78
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Commission Proposal

Amendment to Directive
2014/90/EU

EP Mandate

Amendment to Directive
2014/90/EU

Ceouncil Mandate

Amendment to Directive
2014/90/EU

Draft Agreement

Amendment to Directive
2014/90/EU

Text Origin: Commission

Proposal

Article 78, first paragraph

720

In Article 8 of Directive
2014/90/EU, the following
paragraph is added:

In Article 8 of Directive
2014/90/EU, the following
paragraph is added:

In Article 8 of Directive
2014/90/EU, the following
paragraph is added:

In Article 8 of Directive
2014/90/EU, the following
paragraph is added:

Text Origin: Commission

Proposal

| Article 78, first paragraph, amending provision, first subparagraph

n

4. “For Artificial Intelligence
systems which are safety
components in the meaning of
Regulation (EU) YYY/XX [on
Artificial Intelligence] of the
European Parliament and of the

n

4. “For Artificial Intelligence
systems which are safety
components in the meaning of
Regulation (EU) YYY/XX [on
Artificial Intelligence] of the
European Parliament and of the

n

4. "4. For Artificial Intelligence
systems which are safety
components in the meaning of
Regulation (EU) YYY/XX [on
Artificial Intelligence] of the
European Parliament and of the

systems which are safety
components in the meaning of
Regulation (EU) YYY/XX [on
Artificial Intelligence] of the
European Parliament and of the

4. “For Artificial Intelligence ‘

721 Council*, when carrying out its Council*, when carrying out its Council*, when carrying out its Council*, when carrying out its

activities pursuant to paragraph 1 activities pursuant to paragraph 1 activities pursuant to paragraph 1 activities pursuant to paragraph 1
and when adopting technical and when adopting technical and when adopting technical and when adopting technical
specifications and testing standards | specifications and testing standards | specifications and testing standards | specifications and testing standards
in accordance with paragraphs 2 in accordance with paragraphs 2 in accordance with paragraphs 2 in accordance with paragraphs 2
and 3, the Commission shall take and 3, the Commission shall take and 3, the Commission shall take and 3, the Commission shall take
into account the requirements set into account the requirements set into account the requirements set into account the requirements set
out in Title III, Chapter 2 of that out in Title III, Chapter 2 of that out in Title III, Chapter 2 of that out in Title III, Chapter 2 of that
Regulation. Regulation. Regulation. Regulation.
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

Text Origin: Commission
Proposal

| Article 78, first paragraph, amending provision, first subparagraph, first paragraph
Text Origin: Commission

I 722

Proposal

| Article 78, first paragraph, amending provision, first subparagraph, second paragraph

| 723

* Regulation (EU) YYY/XX [on
Artificial Intelligence] (OJ ...).”.

n

* Regulation (EU) YYY/XX [on
Artificial Intelligence] (OJ ...).”.

"

* Regulation (EU) YYY/XX [on
Artificial Intelligence] (OJ ...).”.

n

* Regulation (EU) YYY/XX [on
Artificial Intelligence] (OJ ...).”.

n

Text Origin: Commission
Proposal
| Article 79
Article 79 Article 79 Article 79 Article 79
Amendment to Directive (EU) Amendment to Directive (EU) Amendment to Directive (EU) Amendment to Directive (EU)
724 2016/797 2016/797 2016/797 2016/797
Text Origin: Commission
Proposal
| Article 79, first paragraph |
I 723 In Article 5 of Directive (EU) In Article 5 of Directive (EU) In Article 5 of Directive (EU) In Article 5 of Directive (EU) I
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Commission Proposal

2016/797, the following paragraph
is added:

EP Mandate

2016/797, the following paragraph
is added:

Ceouncil Mandate

2016/797, the following paragraph
is added:

Draft Agreement

2016/797, the following paragraph
is added:

Text Origin: Commission

Proposal

Article 79, first paragraph, amending provision, first subparagraph

726

n

12. “When adopting delegated acts
pursuant to paragraph 1 and
implementing acts pursuant to
paragraph 11 concerning Artificial
Intelligence systems which are
safety components in the meaning
of Regulation (EU) YYY/XX [on
Artificial Intelligence] of the
European Parliament and of the
Council*, the requirements set out
in Title I1I, Chapter 2 of that
Regulation shall be taken into
account.

n

12. “When adopting delegated acts
pursuant to paragraph 1 and
implementing acts pursuant to
paragraph 11 concerning Artificial
Intelligence systems which are
safety components in the meaning
of Regulation (EU) YYY/XX [on
Artificial Intelligence] of the
European Parliament and of the
Council*, the requirements set out
in Title I1I, Chapter 2 of that
Regulation shall be taken into
account.

"

12. "12. When adopting delegated
acts pursuant to paragraph 1 and
implementing acts pursuant to
paragraph 11 concerning Artificial
Intelligence systems which are
safety components in the meaning
of Regulation (EU) YYY/XX [on
Artificial Intelligence] of the
European Parliament and of the
Council*, the requirements set out
in Title III, Chapter 2 of that
Regulation shall be taken into
account.

Intelligence systems which are

of Regulation (EU) YYY/XX [on
Artificial Intelligence] of the
European Parliament and of the
Council*, the requirements set out
in Title III, Chapter 2 of that
Regulation shall be taken into
account.

Text Origin: Commission

Proposal

| Article 79, first paragraph, amending provision, first subparagraph, first paragraph

12. “When adopting delegated acts
pursuant to paragraph 1 and
implementing acts pursuant to
paragraph 11 concerning Artificial
safety components in the meaning

727 Text Origin: Commission
Proposal
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Commission Proposal
Article 79, first paragraph, amending provision, first subparagraph, second paragraph

EP Mandate

Ceouncil Mandate

Draft Agreement

| 728

* Regulation (EU) YYY/XX [on
Artificial Intelligence] (OJ ...).”.

n

* Regulation (EU) YYY/XX [on
Artificial Intelligence] (OJ ...).”.

"

* Regulation (EU) YYY/XX [on
Artificial Intelligence] (OJ ...).”.

n

* Regulation (EU) YYY/XX [on
Artificial Intelligence] (OJ ...).”.

Text Origin: Commission
Proposal
| Article 80 |
Atrticle 80 Article 80 Article 80 Article 80
Amendment to Regulation (EU) Amendment to Regulation (EU) Amendment to Regulation (EU) Amendment to Regulation (EU)
729 2018/858 2018/858 2018/858 2018/858
Text Origin: Commission
Proposal
| Article 80, first paragraph |

730

In Article 5 of Regulation (EU)
2018/858 the following paragraph
is added:

In Article 5 of Regulation (EU)
2018/858 the following paragraph
is added:

In Article 5 of Regulation (EU)
2018/858 the following paragraph
is added:

In Article 5 of Regulation (EU)
2018/858 the following paragraph
is added:

Text Origin: Commission

Proposal

Article 80, first paragraph, amending provision, first subparagraph

n

n

n

n

L 4. “When adopting delegated acts | 4. “When adopting delegated acts | 4. "4. When adopting delegated 4. “When adopting delegated acts
pursuant to paragraph 3 concerning | pursuant to paragraph 3 concerning | acts pursuant to paragraph 3 pursuant to paragraph 3 concerning
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Artificial Intelligence systems
which are safety components in the
meaning of Regulation (EU)
YYY/XX [on Artificial
Intelligence] of the European
Parliament and of the Council *,
the requirements set out in Title III,
Chapter 2 of that Regulation shall
be taken into account.

Artificial Intelligence systems
which are safety components in the
meaning of Regulation (EU)
YYY/XX [on Artificial
Intelligence] of the European
Parliament and of the Council *,
the requirements set out in Title III,
Chapter 2 of that Regulation shall
be taken into account.

concerning Artificial Intelligence
systems which are safety
components in the meaning of
Regulation (EU) YYY/XX [on
Artificial Intelligence] of the
European Parliament and of the
Council *, the requirements set out
in Title III, Chapter 2 of that
Regulation shall be taken into
account.

Draft Ag

Artificial Intelligence systems
which are safety components in the
meaning of Regulation (EU)
YYY/XX [on Artificial
Intelligence] of the European
Parliament and of the Council *,
the requirements set out in Title III,
Chapter 2 of that Regulation shall
be taken into account.

Text Origin: Commission
Proposal
Article 80, first paragraph, amending provision, first subparagraph, first paragraph
732 Text Origin: Commission

Proposal

Article 80, first paragraph, amending provision, first subparagraph, second paragrap

h

* Regulation (EU) YYY/XX [on
Artificial Intelligence] (OJ ...).”.

n

* Regulation (EU) YYY/XX [on
Artificial Intelligence] (OJ ...).”.

"

* Regulation (EU) YYY/XX [on
Artificial Intelligence] (OJ ...).”.

n

* Regulation (EU) YYY/XX [on
Artificial Intelligence] (OJ ...).”.

733
Text Origin: Commission
Proposal
| Article 81 |
734 . . ) .
I Article 81 Article 81 Article 81 Article 81 I
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Commission Proposal

Amendment to Regulation (EU)
2018/1139

EP Mandate

Amendment to Regulation (EU)
2018/1139

Ceouncil Mandate

Amendment to Regulation (EU)
2018/1139

Draft Agreement

Amendment to Regulation (EU)
2018/1139

Text Origin: Commission

Proposal

Article 8

1, first paragraph

Regulation (EU) 2018/1139 is
amended as follows:

Regulation (EU) 2018/1139 is
amended as follows:

Regulation (EU) 2018/1139 is
amended as follows:

Regulation (EU) 2018/1139 is
amended as follows:

735
Text Origin: Commission
Proposal
| Article 81, first paragraph, point (1)
(1) In Article 17, the following (1) In Article 17, the following (1) In Article 17, the following (1) In Article 17, the following
5 paragraph is added: paragraph is added: paragraph is added: paragraph is added:
Text Origin: Commission
Proposal
| Article 81, first paragraph, point (1), amending provision, first subparagraph
3. “Without prejudice to paragraph | 3. “Without prejudice to paragraph | 3. “Without prejudice to paragraph | 3. “Without prejudice to paragraph
2, when adopting implementing 2, when adopting implementing 2, when adopting implementing 2, when adopting implementing
737 acts pursuant to paragraph 1 acts pursuant to paragraph 1 acts pursuant to paragraph 1 acts pursuant to paragraph 1
concerning Artificial Intelligence concerning Artificial Intelligence concerning Artificial Intelligence concerning Artificial Intelligence
systems which are safety systems which are safety systems which are safety systems which are safety
components in the meaning of components in the meaning of components in the meaning of components in the meaning of
Regulation (EU) YYY/XX [on Regulation (EU) YYY/XX [on Regulation (EU) YYY/XX [on Regulation (EU) YYY/XX [on
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Commission Proposal

Artificial Intelligence] of the
European Parliament and of the
Council*, the requirements set out
in Title I1I, Chapter 2 of that
Regulation shall be taken into
account.

EP Mandate

Artificial Intelligence] of the
European Parliament and of the
Council*, the requirements set out
in Title I1I, Chapter 2 of that
Regulation shall be taken into
account.

Ceouncil Mandate

Artificial IntelligenceonArtificicd
#utelligence] of the European

Parliament and of the Council*, the
requirements set out in Title III,
Chapter 2 of that Regulation shall
be taken into account.

Draft Agreement

Artificial Intelligence] of the
European Parliament and of the
Council*, the requirements set out
in Title III, Chapter 2 of that
Regulation shall be taken into
account.

Text Origin: Commission
Proposal
| Article 81, first paragraph, point (1), amending provision, first subparagraph, first paragraph
738 Text Origin: Commission
Proposal
| Article 81, first paragraph, point (1), amending provision, first subparagraph, second paragraph |
* Regulation (EU) YYY/XX [on * Regulation (EU) YYY/XX [on * Regulation (EU) YYY/XX [on * Regulation (EU) YYY/XX [on
Artificial Intelligence] (OJ ...).” Artificial Intelligence] (OJ ...).” Artificial Intelligence] (OJ ...).” Artificial Intelligence] (OJ ...).”
739 " n " "
Text Origin: Commission
Proposal
| Article 81, first paragraph, point (2)
(2) In Article 19, the following (2) In Article 19, the following (2) In Article 19, the following (2) In Article 19, the following
740 | paragraph is added: paragraph is added: paragraph is added: paragraph is added:
Text Origin: Commission
Proposal
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

Article 8

1, first paragraph, point (2), amending provision, numbered paragraph (4)

13

4. When adopting delegated acts
pursuant to paragraphs 1 and 2
concerning Artificial Intelligence
systems which are safety
components in the meaning of
Regulation (EU) YYY/XX [on

13

4. When adopting delegated acts
pursuant to paragraphs 1 and 2
concerning Artificial Intelligence
systems which are safety
components in the meaning of
Regulation (EU) YYY/XX [on

13

4. When adopting delegated acts
pursuant to paragraphs 1 and 2
concerning Artificial Intelligence
systems which are safety
components in the meaning of
Regulation (EU) YYY/XX [on

4. When adopting delegated acts
pursuant to paragraphs 1 and 2
concerning Artificial Intelligence
systems which are safety
components in the meaning of
Regulation (EU) YYY/XX [on
741 Artificial Intelligence], the Artificial Intelligence], the Artificial Intelligence], the Artificial Intelligence], the
requirements set out in Title III, requirements set out in Title III, requirements set out in Title III, requirements set out in Title III,
Chapter 2 of that Regulation shall | Chapter 2 of that Regulation shall | Chapter 2 of that Regulation shall | Chapter 2 of that Regulation shall
be taken into account. be taken into account. be taken into account.’ be taken into account.
Text Origin: Commission
Proposal
| Article 81, first paragraph, point (3)
(3) In Article 43, the following (3) In Article 43, the following (3) In Article 43, the following (3) In Article 43, the following
5 paragraph is added: paragraph is added: paragraph is added: paragraph is added:
Text Origin: Commission
Proposal
| Article 81, first paragraph, point (3), amending provision, numbered paragraph (4)
s 4. When adopting implementing 4. When adopting implementing 4. When adopting implementing 4. When adopting implementing
acts pursuant to paragraph 1 acts pursuant to paragraph 1 acts pursuant to paragraph 1 acts pursuant to paragraph 1
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Commission Proposal

concerning Artificial Intelligence
systems which are safety
components in the meaning of
Regulation (EU) YYY/XX [on
Artificial Intelligence], the
requirements set out in Title III,
Chapter 2 of that Regulation shall
be taken into account.

2

EP Mandate

concerning Artificial Intelligence
systems which are safety
components in the meaning of
Regulation (EU) YYY/XX [on
Artificial Intelligence], the
requirements set out in Title 11,
Chapter 2 of that Regulation shall
be taken into account.

Ceouncil Mandate

concerning Artificial Intelligence
systems which are safety
components in the meaning of
Regulation (EU) YYY/XX [on
Artificial Intelligence], the
requirements set out in Title 111,
Chapter 2 of that Regulation shall
be taken into account.”’

2

Draft Agreement

concerning Artificial Intelligence
systems which are safety
components in the meaning of
Regulation (EU) YYY/XX [0
Artificial Intelligence], the
requirements set out in Title III,
Chapter 2 of that Regulation shall
be taken into account.

Text Origin: Commission

Proposal

| Article 8

1, first paragraph, point (4)

(4) In Article 47, the following

(4) In Article 47, the following

(4) In Article 47, the following

(4) In Article 47, the following

S paragraph is added: paragraph is added: paragraph is added: paragraph is added:
Text Origin: Commission
Proposal
| Article 81, first paragraph, point (4), amending provision, numbered paragraph (3)
3. When adopting delegated acts 3. When adopting delegated acts 3. When adopting delegated acts 3. When adopting delegated acts
pursuant to paragraphs 1 and 2 pursuant to paragraphs 1 and 2 pursuant to paragraphs 1 and 2 pursuant to paragraphs 1 and 2
concerning Artificial Intelligence concerning Artificial Intelligence concerning Artificial Intelligence concerning Artificial Intelligence
745 | systems which are safety systems which are safety systems which are safety systems which are safety
components in the meaning of components in the meaning of components in the meaning of components in the meaning of
Regulation (EU) YYY/XX [on Regulation (EU) YYY/XX [on Regulation (EU) YYY/XX [on Regulation (EU) YYY/XX [on
Artificial Intelligence], the Artificial Intelligence], the Artificial Intelligence], the Artificial Intelhgence] the
requirements set out in Title III, requirements set out in Title III, requirements set out in Title III, requirements set out in Title III,
Chapter 2 of that Regulation shall | Chapter 2 of that Regulation shall | Chapter 2 of that Regulation shall | Chapter 2 of that Regulation shall
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Commission Proposal

be taken into account.

2

EP Mandate

be taken into account.

Ceouncil Mandate

be taken into account.”’

ER]

Draft Agreement

be taken into account.

B

Text Origin: Commission

Proposal

Article 8

1, first paragraph, point (5)

(5) In Article 57, the following

(5) In Article 57, the following

(5) In Article 57, the following

(5) In Article 57, the following

s paragraph is added: paragraph is added: paragraph is added: paragraph is added:
Text Origin: Commission
Proposal
| Article 81, first paragraph, point (5), amending provision, first paragraph
When adopting those When adopting those When adopting those When adopting those
implementing acts concerning implementing acts concerning implementing acts concerning implementing acts concerning
Artificial Intelligence systems Artificial Intelligence systems Artificial Intelligence systems Artificial Intelligence systems
which are safety components in the | which are safety components in the | which are safety components in the | which are safety components in the
meaning of Regulation (EU) meaning of Regulation (EU) meaning of Regulation (EU) meaning of Regulation (EU)
YYY/XX [on Artificial YYY/XX [on Artificial YYY/XX [on Artificial YYY/XX [on Artificial
41 Intelligence], the requirements set | Intelligence], the requirements set | Intelligence], the requirements set | Intelligence], the requirements set
out in Title III, Chapter 2 of that out in Title III, Chapter 2 of that out in Title III, Chapter 2 of that out in Title III, Chapter 2 of that
Regulation shall be taken into Regulation shall be taken into Regulation shall be taken into Regulation shall be taken into
account. account. account.”’ account.
Text Origin: Commission
Proposal
| Article 81, first paragraph, point (6) |
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Commission Proposal

(6) In Article 58, the following

EP Mandate

(6) In Article 58, the following

Ceouncil Mandate

(6) In Article 58, the following

Draft Agreement

(6) In Article 58, the following

i paragraph is added: paragraph is added: paragraph is added: paragraph is added:
Text Origin: Commission
Proposal
| Article 81, first paragraph, point (6), amending provision, numbered paragraph (3) |
3. When adopting delegated acts 3. When adopting delegated acts 3. When adopting delegated acts 3. When adopting delegated acts
pursuant to paragraphs 1 and 2 pursuant to paragraphs 1 and 2 pursuant to paragraphs 1 and 2 pursuant to paragraphs 1 and 2
concerning Artificial Intelligence concerning Artificial Intelligence concerning Artificial Intelligence concerning Artificial Intelligence
systems which are safety systems which are safety systems which are safety systems which are safety
components in the meaning of components in the meaning of components in the meaning of components in the meaning of
Regulation (EU) YYY/XX [on Regulation (EU) YYY/XX [on Regulation (EU) YYY/XX [on Regulation (EU) YYY/XX [on
749 | Artificial Intelligence] , the Artificial Intelligence] , the Artificial Intelligence] , the Artificial Intelligence] , the
requirements set out in Title III, requirements set out in Title III, requirements set out in Title III, requirements set out in Title III,
Chapter 2 of that Regulation shall | Chapter 2 of that Regulation shall | Chapter 2 of that Regulation shall | Chapter 2 of that Regulation shall
be taken into account.. be taken into account.. be taken into account.””. be taken into account..
Text Origin: Commission
Proposal
| Article 81a (new)
Article 81a
Amendment to Regulation
749a (EU) 2019/1020
Regulation (EU) 2019/1020 is
amended as follows:
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Commission Proposal

EP Mandate

| Article 82

in Article 14(4), the following
paragraph is added:

""(l). the power to implement the
powers provided for in this Article
remotely, where applicable;"”

Ceouncil Mandate

Draft Agreement

750

Article 82
Amendment to Regulation (EU)
2019/2144

| Article 82a (new)

Article 82
Amendment to Regulation (EU)
2019/2144

Article 82
Amendment to Regulation (EU)
2019/2144

Text Origin:
Proposal

Article 82
Amendment to Regulation (EU)
2019/2144

Commission

750a

Article 82a
Better Regulation

in taking into account the

requirements of this Regulation
pursuant to the Amendments in
Articles 75, 76, 77, 78, 79, 80, 81,

and 82, the Commission shall
conduct an analysis and consult
relevant stakeholders to determine
potential gaps as well as overlaps
between existing sectoral
legislation and the provisions of
this Regulation.
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D 0
Article 82, first paragraph -a

Article 82b
Guidelines from the
Commission on the
implementation of this Regulation

1. The Commission shall
develop, in consultation with the
Al office, guidelines on the
practical implementation of this
Regulation, and in particular on:

(a) the application of the
requirements referred to in
Articles 8 - 15 and Article 28 to
28b;

(b) the prohibited practices

Article 82b _ Guidelines from the
Commission on the
implementation of this Regulation

1. The Commission shall
develop, in consultation with the
Al office, guidelines on the
practical implementation of this
Regulation, and in particular on:

(a) the application of the
requirements referred to in
Articles 8 - 15 [and Article 28 to
28b / GPAI;

(b) the prohibited practices
referred to in Article 5;

| el referred to in Article 5; (c¢) the practical implementation
(c) the practical implementation of the provisions related to
of the provisions related to substantial modification;
substantial modification; (d) the practical circumstances
(d) the practical circumstances where the output of an Al system
where the output of an Al system referred to in Annex III would
referred to in Annex III would pose a significant risk of harm to
pose a significant risk of harm to the health, safety or fundamental
the health, safety or fundamental rights of natural persons as
rights of natural persons as referred to in Article 6, paragraph
referred to in Article 6, paragraph 2, including examples in relation
2, including examples in relation to high risk Al systems referred to
to high risk Al systems referred to in Annex III;
in Annex III; (e) the practical implementation
(e) the practical implementation of transparency obligations laid
of transparency obligations laid down in Article 52;
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Commission Proposal EP Mandate Ceouncil Mandate Draft Agreement

down in Article 52; (f) upon request, the
() the development of codes of development of codes of conduct
conduct referred to in Article 69; referred to in Article 69;
(g) the relationship of this (2) the relationship of this
Regulation with other relevant Regulation with other relevant
Union law, including as regards Union law, including as regards
consistency in their enforcement. consistency in their enforcement.
(h) the practical implementation [ (h) the practical
of Article 12, Article 28b on implementation of Article 12,
environmental impact of Article 28b on environmental
foundation models and Annex 1V impact of foundation models and
3(b), particularly the Annex IV 3(b), particularly the
measurement and logging measurement and logging
methods to enable calculations methods to enable calculations
and reporting of the and reporting of the
environmental impact of systems environmental impact of systems
to comply with the obligations in to comply with the obligations in
this Regulation, including carbon this Regulation, including carbon
footprint and energy efficiency, footprint and energy efficiency,
taking into account state-of-the- taking into account state-of-the-
art methods and economies of art methods and economies of
scale. scale.]
When issuing such guidelines, When issuing such guidelines,
the Commission shall pay the Commission shall pay
particular attention to the needs of particular attention to the needs of
SMEs including start-ups, local SME:s5 including start-ups, local
public authorities and sectors public authorities and sectors
most likely to be affected by this most likely to be affected by this
Regulation. Regulation.
2. Upon request of the Member 2. Upon request of the Member
States or the Al Office, or on its States or the Al Office, or on its
own _initiative, the Commission own initiative, the Commission
shall update already adopted shall update already adopted
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Commission Proposal

EP Mandate

guidelines when deemed
necessary.

Ceouncil Mandate

Draft Agreement

guidelines when deemed
necessary.

Text Origin: EP Mandate

Article 8

2, first paragraph

In Article 11 of Regulation (EU)
2019/2144, the following

In Article 11 of Regulation (EU)
2019/2144, the following

In Article 11 of Regulation (EU)
2019/2144, the following

In Article 11 of Regulation (EU)
2019/2144, the following

751 paragraph is added: paragraph is added: paragraph is added: paragraph is added:
Text Origin: Commission
Proposal
| Article 82, first paragraph, amending provision, first subparagraph
3. “When adopting the 3. “When adopting the 3. “When adopting the 3. “When adopting the
implementing acts pursuant to implementing acts pursuant to implementing acts pursuant to implementing acts pursuant to
paragraph 2, concerning artificial paragraph 2, concerning artificial paragraph 2, concerning artificial paragraph 2, concerning artificial
intelligence systems which are intelligence systems which are intelligence systems which are intelligence systems which are
safety components in the meaning | safety components in the meaning | safety components in the meaning | safety components in the meaning
of Regulation (EU) YYY/XX [on of Regulation (EU) YYY/XX [on of Regulation (EU) YYY/XX [on of Regulation (EU) YYY/XX [on
752 | Artificial Intelligence] of the Artificial Intelligence] of the Artificial Intelligence] of the Artificial Intelligence] of the
European Parliament and of the European Parliament and of the European Parliament and of the European Parliament and of the
Council*, the requirements set out | Council*, the requirements set out | Council®*, the requirements set out | Council®*, the requirements set out
in Title III, Chapter 2 of that in Title III, Chapter 2 of that in Title III, Chapter 2 of that in Title III, Chapter 2 of that
Regulation shall be taken into Regulation shall be taken into Regulation shall be taken into Regulation shall be taken into
account. account. account. account.
Text Origin: Commission
Proposal
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Commission Proposal
Article 82, first paragraph, amending provision, first subparagraph, first paragraph

EP Mandate

Ceouncil Mandate

Draft Agreement

I 753

Text Origin:
Proposal

Commission I

| Article 82, first paragraph, amending provision, first subparagraph, second paragraph |
* Regulation (EU) YYY/XX [on * Regulation (EU) YYY/XX [on * Regulation (EU) YYY/XX [on * Regulation (EU) YYY/XX [on
Artificial Intelligence] (OJ ...).. Artificial Intelligence] (OJ ...).. Artificial Intelligence] (OJ ...)."". Artificial Intelligence] (OJ ...)..
754 2 2 2 2
Text Origin: Commission
Proposal
| Article 83 |
Article 83 Article 83 Article 83 Article 83
Al systems already placed on the Al systems already placed on the Al systems already placed on the Al systems already placed on the
755 market or put into service market or put into service market or put into service market or put into service
Text Origin: Commission
Proposal
| Article 83(1), first subparagraph
1. This Regulation shall not apply | 1. FhisRegulation-shallnot-appy | 1. This Regulation shall not apply
756 to the Al systems which are toOperators of the Al systems to the Al systems which are
components of the large-scale IT which are components of the large- | components of the large-scale IT
systems established by the legal scale IT systems established by the | systems established by the legal
acts listed in Annex IX that have legal acts listed in Annex IX that acts listed in Annex IX that have
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

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.

have been placed on the market or

put into service beforefHt2months
after-prior to ... [the date of
applicationentry into force of this
Regulation/ shall take the

necessary steps to comply with the
requirements laid down in this
Regulation by ... [four vears after
the date of entry into force of this
Regulation]referred-to-inArticte
A L b e e
el e e Lt
A-system-orAl-systems-—concerned.

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)[H2- wont! rafter—tin—date-of
referred-to-inArticle- 852, 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.

| Article 8

3(1), second subparagraph

The requirements laid down in this
Regulation shall be taken into
account, where applicable, in the
evaluation of each large-scale IT
systems established by the legal
acts listed in Annex IX to be

The requirements laid down in this
Regulation shall be taken into
accountwhere-applicables in the
evaluation of each large-scale IT
systems established by the legal
acts listed in Annex IX to be

The requirements laid down in this
Regulation shall be taken into
account, where applicable, in the
evaluation of each large-scale IT
systems established by the legal
acts listed in Annex IX to be

The requirements laid down in this
Regulation shall be taken into
accountwhere-applicable: in the
evaluation of each large-scale IT
systems established by the legal
acts listed in Annex IX to be

757
undertaken as provided for in those | undertaken as provided for in those | undertaken as provided for in those | undertaken as provided for in those
respective acts. respective acts_and whenever those | respective acts. respective acts_and whenever those
legal acts are replaced or legal acts are replaced or
amended. amended.
Text Origin: Auxiliary 1
| Article 83(2) |
13157/23 RB/ek 190
ANNEX TREE.2.B LIMITE EN



Commission Proposal EP Mandate Ceouncil Mandate Draft Agreement
2. This Regulation shall apply to 2. This Regulation shall apply to 2. This Regulation shall apply to 2. _This Regulation shall apply to
the high-risk Al systems, other theoperators of high-risk Al the high-risk Al systems, other theoperators of high-risk Al
than the ones referred to in systems, other than the ones than the ones referred to in systems, other than the ones
paragraph 1, that have been placed | referred to in paragraph 1, that paragraph 1, that have been placed | referred to in paragraph 1, that
on the market or put into service have been placed on the market or | on the market or put into service have been placed on the market or
before [date of application of this put into service before [date of before [date of application of this | put into service before [date of
Regulation referred to in Article application of this Regulation Regulation referred to in Article application of this Regulation
85(2)], only if, from that date, referred to in Article 85(2)], only 85(2)date-of-applicatr —-of this referred to in Article 85(2)], only
those systems are subject to if, from that date, those systems are | Resulationreferredto-inArticle if, from that date, those systems are
significant changes in their design | subject to sienificantchangesin §5(24], only if, from that date, subject to significant changes in
or intended purpose. theirdesien-orsubstantial those systems are subject to their desien-ordesigns. In the case
vl 758 modifications as defined in Article | significant changes in their design | of high-risk Al systems intended
3(23). In the case of high-risk AI | or intended purpose. prrposeto be used by public
systems intended purposeto be authorities, providers and
used by public authorities, deployers of such systems shall
providers and deployers of such take the necessary steps to comply
systems shall take the necessary with the requirements of the
steps to comply with the present Regulation [four years]
requirements of the present after the date of entry into
Regulation [two vears after the [application/ force] of this
date of entry into force of this Regulation.
Regulation].
Text Origin: Auxiliary 1
Article 84
Article 84 Article 84 Article 84 Article 84
o Evaluation and review Evaluation and review Evaluation and review Evaluation and review
Text Origin: Commission
Proposal
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Commission Proposal EP Mandate Ceouncil Mandate Draft Agreement

Article 84(1)

1. The Commission shall assess 1. After consulting the AI Office, | 1. The Commission shall assess 1. 1. [After consulting the Al
the need for amendment of the list | the Commission shall assess the the need for amendment of the list | Office/, the Commission shall
in Annex III once a year following | need for amendment of the list in in Annex Il ence-ayearevery 24 assess the need for amendment of
the entry into force of this Annex 11, including the extension | months following the entry into the list in Annex III, once a year
Regulation. of existing area headings or force of this Regulation and until | following the entry into force of
addition of new area headings in | the end of the period of the this Regulation._The Commission
that Annex, the list of prohibited delegation of power. The findings | shall submit the findings of that
Al practices in Article 5, and the of that assessment shall be assessment to the European
760 list of AI systems requiring presented to the European Parliament and the Council.
additional transparency measures | Parliament and the Council.
in Article 52 once a year following Text Origin: EP Mandate
the entry into force of this
Regulation_and following a
recommendation of the Office.
The Commission shall submit the
[findings of that assessment to the
European Parliament and the
Council.

Article 84(2) |
2. By [three years after the date of | 2. By ... [threctwo years after the | 2. By [three years after the date 2. 2. By twoBy{three years after
application of this Regulation date of application of this of application of this Regulation the date of application of this
referred to in Article 85(2)] and Regulation referred to in Article referred to in Article 85(2)th+ee Regulation referred to in Article

A 761 every four years thereafter, the 85(2)] and every fourtwo years years-after-the-date-of-application | 85(2)_[IY(1] and every fourfou
Commission shall submit a report | thereafter, the Commission, ot Recdationrererred-ro-in years thereafter, the Commission,
on the evaluation and review of together with the Al office, shall Artiete- 8542} and every four years | [after consulting the Al Office],
this Regulation to the European submit a report on the evaluation thereafter, the Commission shall shall evaluate and report to the
Parliament and to the Council. The | and review of this Regulation to submit a report on the evaluation European Parliament and to the
reports shall be made public. the European Parliament and to the | and review of this Regulation to Council on the need for
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Commission Proposal

EP Mandate

Council. The reports shall be made
public.

Ceouncil Mandate

the European Parliament and to the
Council. The reports shall be made
public.

Draft Agreement

amendment of the following:

- the need for extension of existing
area headings or addition of new
area headings in Annex I11,

- the list of prohibited Al practices
in Article 5, and

- the list of Al systems requiring
additional transparency measures
in Article 52

[- effectiveness of the supervision
and governance system]

2a, By three years after the date of
application of this Regulation
referred to in Article 85(3) and
every four years thereafter, the
Commission, [in consultation with
the Al office,] shall submit a report
on the evaluation and review of
this Regulation to the European
Parliament and to the Council. The
reports shall be made public.

Text Origin: Auxiliary 1

Article 84(3)

3. The reports referred to in
paragraph 2 shall devote specific

3. The reports referred to in
paragraph 2 shall devote specific

3. The reports referred to in
paragraph 2 shall devote specific

3. The reports referred to in
paragraph 2 shall devote specific

762 | attention to the following: attention to the following: attention to the following: attention to the following:
Text Origin: Commission
Proposal
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

Article 84(3), point (a)

763

(a) the status of the financial and
human resources of the national
competent authorities in order to
effectively perform the tasks
assigned to them under this
Regulation;

(a) the status of the financial,
technical and human resources of
the national competent authorities
in order to effectively perform the
tasks assigned to them under this
Regulation;

(a) the status of the financial
resources, technical equipment

(a) the status of the financial,
technical and human resources of

and human resources of the
national competent authorities in
order to effectively perform the
tasks assigned to them under this
Regulation;

the national competent authorities
in order to effectively perform the
tasks assigned to them under this
Regulation;

Text Origin: Auxiliary 1

| Article 84(3), point (b)

764

(b) the state of penalties, and
notably administrative fines as
referred to in Article 71(1), applied
by Member States to infringements
of the provisions of this
Regulation.

(b) the state of penalties, and
notably administrative fines as
referred to in Article 71(1), applied
by Member States to infringements
of the provisions of this
Regulation.

(b) the state of penalties, and
notably administrative fines as
referred to in Article 71(1), applied
by Member States to infringements
of the provisions of this
Regulation.

(b) the state of penalties, and
notably administrative fines as
referred to in Article 71(1), applied
by Member States to infringements
of the provisions of this
Regulation.

Text Origin: Commission

Proposal

| Article 84(3), point (ba)

(ba) the level of the development
of harmonised standards and

(ba) the level of the development
of harmonised standards and

764a common specifications for common specifications for
Artificial Intelligence; Artificial Intelligence;
bb) the certification and
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Commission Proposal

EP Mandate

Ceouncil Mandate Draft Agreement

compliance costs for SMEs and
start-ups;

Text Origin: Auxiliary 1

| Article 84(3), point (bb)

I 764b

(bb) the levels of investments in
research, development and
application of Al systems
throughout the Union;

| Article 84(3), point (bc)

I 764c

(bc) the competitiveness of the
aggregated European Al sector
compared to Al sectors in third
countries;

| Article 84(3), point (bd)

764d

(bd) the impact of the Regulation

with regards to the resource and
energy use, as well as waste
production and other

environmental impact;

| Article 84(3), point (be)

I 764e

(be) the implementation of the
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Commission Proposal

EP Mandate

coordinated plan on Al, taking
into account the different level of
progress among Member States
and identifying existing barriers to
innovation in Al;

Ceouncil Mandate

Draft Agreement

| Article 84(3), point (bf)

764f

(bf) the update of the specific
requirements regarding the
sustainability of Al systems and
foundation models, building on

the reporting and documentation
requirement in Annex IV and in
Article 28b;

| Article 84(3), point (bg)

764¢g

(bg) the legal regime governing
foundation models;

| Article 84(3), point (bh)

(bh) the list of unfair contractual
terms within Article 28a taking

764h . :
into account new business
practices if necessary;
| Article 84(3a)
l 7641
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3a. By ... [two years after the date
of entry into application of this
Regulation referred to in Article
85(2)] the Commission shall
evaluate the functioning of the AI
office, whether the office has been

given sufficient powers and
competences to fulfil its tasks and
whether it would be relevant and
needed for the proper
implementation and enforcement
of this Regulation to upgrade the
Office and its enforcement
competences and to increase its
resources. The Commission shall
submit this evaluation report to
the European Parliament and to
the Council.

Article 84(4)

4. Within [three years after the
date of application of this
Regulation referred to in Article
85(2)] and every four years
thereafter, the Commission shall
765 | evaluate the impact and
effectiveness of codes of conduct
to foster the application of the
requirements set out in Title 11,
Chapter 2 and possibly other
additional requirements for Al
systems other than high-risk Al

4. Within ... [threeyearsone year
after the date of application of this

Regulation referred to in Article
85(2)] and every fourtwo years
thereafter, the Commission shall
evaluate the impact and
effectiveness of codes of conduct
to foster the application of the
requirements set out in Title II1,
Chapter 2 and possibly other
additional requirements for Al
systems other than high-risk Al

4. Within [three years after the
date of application of this
Regulation referred to in Article

L et s P ot
referred-to-inArticte- 852} and
every four years thereafter, where
appropriate, the Commission shall
evaluate the impact and
effectiveness of voluntary codes of
conduct to foster the application of
the requirements set out in Title III,
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

systems.

systems:;

Chapter 2 for AI systems other
than high-risk Al systems and
possibly other additional
requirements for Al systems,
including as regards
environmental sustainability-other

e

Article 84(5)

5. For the purpose of paragraphs 1
to 4 the Board, the Member States

and national competent authorities
shall provide the Commission with

5. For the purpose of paragraphs 1
to 4 the BoeardAI Office, the
Member States and national
competent authorities shall provide

5. For the purpose of paragraphs
+1a to 4 the Board, the Member
States and national competent
authorities shall provide the

5. For the purpose of paragraphs 1
to 4 [the Al OfficetheBoard,] the
Member States and national
competent authorities shall provide

766
information on its request. the Commission with information | Commission with information on the Commission with information
on its request without undue delay. | its request. on its request without undue delay.
Text Origin: Auxiliary 1
Article 84(6)
6. In carrying out the evaluations 6. in carrying out the evaluations 6. In carrying out the evaluations 6. In carrying out the evaluations
and reviews referred to in and reviews referred to in and reviews referred to in and reviews referred to in
paragraphs 1 to 4 the Commission | paragraphs 1 to 4 the Commission | paragraphs Z1a to 4 the paragraphs 1 to 4 the Commission
shall take into account the shall take into account the Commission shall take into account | shall take into account the
767 positions and findings of the positions and findings of the the positions and findings of the positions and findings of the
Board, of the European Parliament, | Boards-AI Office of the European | Board, of the European Parliament, | Beard-of+he-European Parliament,
of the Council, and of other Parliament, of the Council, and of | of the Council, and of other of the Council, and of other
relevant bodies or sources. other relevant bodies or sources relevant bodies or sources. relevant bodies or sources_and
and shall consult relevant shall consult relevant
stakeholders. The result of such stakeholders. The result of such
consultation shall be attached to consultation shall be attached to
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EP Mandate

Ceouncil Mandate

Draft Agreement

the report;

the report;

Text Origin: Auxiliary 1

Article 84(7)

768

7. The Commission shall, if
necessary, submit appropriate
proposals to amend this
Regulation, in particular taking
into account developments in
technology and in the light of the
state of progress in the information
society.

7. the Commission shall, if
necessary, submit appropriate
proposals to amend this
Regulation, in particular taking
into account developments in
technology, the effect of AI
systems on_health and safety,
fundamental rights, the

environment, equality, and
accessibility for persons with
disabilities, democracy and rule of
law and in the light of the state of
progress in the information society.

7. The Commission shall, if
necessary, submit appropriate
proposals to amend this
Regulation, in particular taking
into account developments in
technology and in the light of the
state of progress in the information
society.

| Article 84(7a)

768a

7a. To guide the evaluations and
reviews referred to in paragraphs
1 to 4 of this Article, the Office
shall undertake to develop an
objective and participative
methodology for the evaluation of
risk level based on the criteria
outlined in the relevant articles
and inclusion of new systems in:
the list in Annex I11, including the
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Commission Proposal EP Mandate Ceouncil Mandate Draft Agreement
extension of existing area
headings or addition of new area
headings in that Annex; the list of
prohibited practices laid down in
Article 5; and the list of AI
systems requiring additional
transparency measures pursuant
to Article 52.
| Article 84(7a) |
7b. Any amendment to this 7b. Any amendment to this
Regulation pursuant to paragraph Regulation pursuant to paragraph
7 of this Article, or relevant future 7 of this Article, or relevant future
delegated or implementing acts, delegated or implementing acts,
which concern sectoral legislation which concern sectoral legislation
listed in Annex II Ssection B, listed in Annex II Section B, shall
768b shall take into account the take into account the regulatory
regulatory specificities of each specificities of each sector, and
sector, and existing governance, existing governance, conformity
conformity assessment and assessment and enforcement
enforcement mechanisms and mechanisms and authorities
authorities established therein. established therein.
Text Origin: Auxiliary 1
Article 84(7b) |
7c. By ... [five years from the 7c. By ... [five years from the
vl 768c date of application of this date of application of this
Regulation], the Commission shall Regulation], the Commission shall
carry out an assessment of the carry out an_assessment of the
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Commission Proposal

EP Mandate

enforcement of this Regulation
and shall report it to the European

Parliament, the Council and the
European Economic and Social
Committee, taking into account
the first years of application of the
Regulation. On the basis of the
findings that report shall, where

appropriate, be accompanied by a
proposal for amendment of this

Regulation with regard to the
structure of enforcement and the
need for an Union agency to
resolve any identified

shortcomings.

Ceouncil Mandate

Draft Agreement

enforcement of this Regulation
and shall report it to the European
Parliament, the Council and the
European Economic and Social
Committee, taking into account
the first years of application of the
Regulation. On the basis of the
findings that report shall, where

appropriate, be accompanied by a
proposal for amendment of this

Regulation with regard to the
structure of enforcement and the
need for an Union agency to
resolve any identified

shortcomings.

Text Origin: Presidencyl
Article 85
Article 85 Article 85 Article 85 Article 85
T Entry into force and application Entry into force and application Entry into force and application Entry into force and application
Text Origin: Commission
Proposal
| Article 85(1)

1. This Regulation shall enter into
force on the twentieth day

1. This Regulation shall enter into
force on the twentieth day

1. This Regulation shall enter into
force on the twentieth day

1. This Regulation shall enter into
force on the twentieth day

770 following that of its publication in | following that of its publication in | following that of its publication in | following that of its publication in
the Official Journal of the the Official Journal of the the Official Journal of the the Official Journal of the
European Union. European Union. European UnionOfficiatJonrnat European Union.
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Text Origin: Commission

Proposal

Article 8

5(2)

2. This Regulation shall apply
from [24 months following the

2. This Regulation shall apply
from [24 months following the

2. This Regulation shall apply
from [2436 months following the

2. This Regulation shall apply
from [2418 months following the

771 entering into force of the entering into force of the entering into force of the entering into force of the
Regulation]. Regulation]. Regulation]. Regulation].
Article 85(3)
3. By way of derogation from 3. By way of derogation from 3. By way of derogation from 3. By way of derogation, the
paragraph 2: paragraph 2: paragraph 2: following provisions shall apply
[24 months following the entry
TI2 into force of this Regulation]fren:
peragraph2
Text Origin: Commission
Proposal
Article 85(3), point (a)
(a) Title III, Chapter 4 and Title (a) Title III, Chapter 4 and Title (a) Title III, Chapter 4—_and Title (a) Title I (High-risk AI
VI shall apply from [three months | VI shall apply from [three months | VI—_shall apply from [#ireetwelve | systems), with the exception of -
773 following the entry into force of following the entry into force of months following the entry into chapter 4—and-Title 4— which
this Regulation]; this Regulation]; force of this Regulation]; shall apply fremfthreel 8 months
following the entry into force-6f
b e e e,
Article 85(3), point (b)
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| 774

Commission Proposal

(b) Article 71 shall apply from
[twelve months following the entry
into force of this Regulation].

EP Mandate

(b) Article 71 shall apply from
[twelve months following the entry
into force of this Regulation].

Ceouncil Mandate

(b) Article 71 shall apply from
[twelve months following the entry
into force of this Regulation].

Draft Agreement

(b) —berede bl ol e
frrtefopeeaiti el ovion Title

VIII (Post-market monitoring,
information sharing, market-
surveillance) [in so far as
enforcement in relation to high-
risk Al systems is concerned]. v

c) depending on further
discussion: possible rules on
GPAl/foundation
models/generative Al

Text Origin: Commission

Proposal

Article 8

5, fourth paragraph

775

This Regulation shall be binding in
its entirety and directly applicable
in all Member States.

This Regulation shall be binding in
its entirety and directly applicable
in all Member States.

This Regulation shall be binding in
its entirety and directly applicable
in all Member States.

This Regulation shall be binding in
its entirety and directly applicable
in all Member States.

Text Origin: Commission

Proposal

| Formula

776

Done at Brussels,

Done at Brussels,

Done at Brussels,

Done at Brussels,

Text Origin: Commission

Proposal
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

Formula |
For the European Parliament For the European Parliament For the European Parliament For the European Parliament
771 Text Origin: Commission
Proposal
| Formula
The President The President The President The President
778 Text Origin: Commission
Proposal
| Formula
For the Council For the Council For the Council For the Council
779 Text Origin: Commission
Proposal
| Formula
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Section IT — Articles for potential political agreement during the third trilogue on the AI Act

A. Classification of Al systems as high-risk (Recitals 32 and 32a, Articles 6 and 7, Article 51, Article 65a (new), subparagraph 2 of Annex
III (new) and Section D of Annex VIII (new))

Recital 32

(32) Asregards stand-alone Al
systems, meaning high-risk Al
systems other than those that are
safety components of products, or
which are themselves products, it
is appropriate to classify them as
high-risk if, in the light of their
intended purpose, they pose a high
risk of harm to the health and
safety or the fundamental rights of
persons, taking into account both
the severity of the possible harm

(32) As regards stand-alone Al
systems, meaning high-risk Al
systems other than those that are
safety components of products, or
which are themselves products
and that are listed in one of the
areas and use cases in Annex 111,
it is appropriate to classify them as
high-risk if; in the light of their
intended purpose, they pose a

highsignificant risk of harm to the
health and safety or the

(32) Asregards stand-aloneA+
systemsmeaning-high-risk Al
systems other than those that are
safety components of products, or
which are themselves products, it
is appropriate to classify them as
high-risk if, in the light of their
intended purpose, they pose a high
risk of harm to the health and
safety or the fundamental rights of
persons, taking into account both
the severity of the possible harm

(32) As regards stand-alone Al
systems, meaning high-risk Al
systems other than those that are
safety components of products, or
which are themselves products, it
is appropriate to classify them as
high-risk if, in the light of their
intended purpose, they pose a high
risk of harm to the health and
safety or the fundamental rights of
persons, taking into account both
the severity of the possible harm

42 and its probability of occurrence fundamental rights of persons and, | and its probability of occurrence, and its probability of occurrence
and they are used in a number of where the Al system is used as a and they are used in a number of and they are used in a number of
specifically pre-defined areas safety component of a critical specifically pre-defined areas specifically pre-defined areas
specified in the Regulation. The infrastructure, to the environment | specified in the Regulation. The specified in the Regulation. The
identification of those systems is . Such significant risk of harm identification of those systems is identification of those systems is
based on the same methodology should be identified by assessing | based on the same methodology based on the same methodology
and criteria envisaged also for any | on the one hand the effect of such | and criteria envisaged also for any and criteria envisaged also for any
future amendments of the list of risk with respect to its level of future amendments of the list of future amendments of the list of
high-risk Al systems. severity, intensity, —takineinto high-risk Al systems. It is also high-risk Al systems.
aecottii-bothrtheseverin-ofthe important to clarify that within
peossible-harm-and-its-probability the high-risk scenarios referred to
of occurrence and they-areusedin | in Annex III there may be
a-rintherolspectiieatbopre- systems that do not lead to a
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Commission Proposal

EP Mandate
Resulationduration combined

altogether and on the other hand

Council Mandate

significant risk to the legal
interests protected under those
scenarios, taking inte account the

whether the risk can affect an
individual, a plurality of persons

output produced by the Al system.
Therefore only when such output

or a particular group of persons.

has a high degree of importance

Such combination could for
instance result in a high severity

(i.e. is not purely accessory) in
respect of the relevant action or

but low probability to affect a
natural person, or a high
probability to affect a group of

decision so as to generate a
significant risk to the legal
interests protected, the Al system

persons with a low intensity over

generating such output should be

a long period of time, depending

considered as high-risk. For

on the context. The identification
of those systems is based on the
same methodology and criteria
envisaged also for any future
amendments of the list of high-risk
Al systems.

instance, when the information
provided by an Al systems to the
human consists of the profiling of
natural persons within the
meaning of of Article 4(4)
Regulation (EU) 2016/679 and
Article 3(4) of Directive (EU)
2016/680 and Article 3(5) of
Regulation (EU) 2018/1725, such
information should not typically
be considered of accessory nature
in the context of high risk AI
systems as referred to in Annex
IIl. However, if the output of the
Al system _has only negligible or
minor relevance for human
action or decision, it may be
considered purely accessory,
including for example, Al systems
used for translation for

Draft agreement
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Commission Proposal EP Mandate Council Mandate
informative purposes or for the
management of documents.
Recital 32a

(32a) Providers whose Al (32a) Itis also important to
systems fall under one of the clarify that there may be specific
areas and use cases listed in cases in wich Al systems referred
Annex Il that consider their to in Annex I1I do not lead to a
system does not pose a significant significant risk to the legal
risk of harm to the health, safety, interests protected under those
fundamental rights or the areas. This could be the case if
environment should inform the one or more of the following
national supervisory authorities conditions are fulfilled. The first
by submitting a reasoned condition should be that the AI
notification. This could take the system is intended to perform a
form of a one-page summary of narrow procedural task of low
the relevant information on the complexity, such as file

42a Al system in question, including classification or labelling, which
its intended purpose and why it typically is of such generic nature
would not pose a significant risk that it poses only limited risks
of harm to the health, safety, which are not increased through
fundamental rights or the the use in a context listed in
environment. The Commission Annex III. The second condition
should specify criteria to enable should be that the task performed
companies to assess whether their by the Al system does not replace
system would pose such risks, as a human assessment relevant for
well as develop an easy to use and the purpose of the use case listed
standardised template for the in Annex I11, but is intended to
notification. Providers should confirm or improve an accessory
submit the notification as early as factor of such assessment and,
possible and in any case prior to hence, only provides an
the placing of the Al system on additional layer with
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Commission Proposal

EP Mandate

the market or its putting into
service, ideally at the development
stage, and they should be free to
place it on the market at any
given time after the notification.
However, if the authority
estimates the Al system in
question was misclassified, it
should object to the notification
within a period of three months.
The objection should be
substantiated and duly explain
why the Al system has been
misclassified. The provider
should retain the right to appeal
by providing further arguments.
If after the three months there
has been no objection to the
notification, national supervisory
authorities could still intervene if
the Al system presents a risk at
national level, as for any other AI
system on _the market. National
supervisory authorities should
submit annual reports to the Al
Office detailing the notifications
received and the decisions taken.

Council Mandate

Draft agreement

consequently lowered risk. The
third condition should be that the
Al system is intended to perform
a preparatory task to an
assessment relevant for the
purpose of the use case listed in
Annex 111, for which typically the
succeeding action steps lower the
risks. In any case, Al systems
referred to in Annex I1I should be
considered to pose significant
risks of harm to the health, safety
or fundamental rights of natural
persons if the Al system implies
profiling within the meaning of
Article 4(4) of Regulation (EU)
2016/679 and Article 3(4) of
Directive (EU) 2016/680 and
Article 3(5) of Regulation
2018/1725. To ensure traceability
and transparency, a provider who
considers that an Al system
referred to in Annex I11 is not
high-risk on the basis of the
aforementioned conditions should
draw up documentation of the
assessment before that system is
placed on the market or put into
service and should provide this
documentation to national
competent authorities upon
request. Such provider should be
obliged to register the system in

13157/23
ANNEX

TREE.2.B

RB/ek 208

LIMITE

EN



Commission Proposal EP Mandate Council Mandate Draft agreement
the EU database established
under this Regulation. With a
view to provide further guidance
for the practical implementation
of the conditions under which AI
systems referred to in Annex II1
are exceptionally not high-risk,
the Commission should, after
consulting the [AI Board/Officel,
provide guidelines specifying this
practical implementation.
TITLE 111
197 TITLE 11 TITLE 111 TITLE 11 TITLE III
HIGH-RISK AI SYSTEMS HIGH-RISK AI SYSTEMS HIGH-RISK AI SYSTEMS HIGH-RISK AI SYSTEMS
| Chapter 1 |
Chapter 1 Chapter 1 Chapter 1 Chapter 1
198 CLASSIFICATION OF Al CLASSIFICATION OF Al CLASSIFICATION OF Al CLASSIFICATION OF Al
SYSTEMS AS HIGH-RISK SYSTEMS AS HIGH-RISK SYSTEMS AS HIGH-RISK SYSTEMS AS HIGH-RISK
| Article 6 |
Article 6 Article 6 Article 6 Article 6
199 Classification rules for high-risk Classification rules for high-risk Classification rules for high-risk Classification rules for high-risk
Al systems Al systems Al systems Al systems
| Article 6(1) |
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Draft agreement

1. Irrespective of whether an Al 1. Irrespective of whether an Al 1. iwespe aveof -chether-An Al 1. Irrespective of whether an Al
system is placed on the market or | system is placed on the market or | system that is itself a product system is placed on the market or
put into service independently put into service independently covered by the Union put into service independently
from the products referred to in from the products referred to in harmonisation legislation listed from the products referred to in
points (a) and (b), that Al system | points (a) and (b), that Al system | in Annex II shall be considered points (a) and (b), that Al system
shall be considered high-risk shall be considered high-risk as high risk if it is required to shall be considered high-risk
where both of the following where both of the following undergo a third-party conformity where both of the following
conditions are fulfilled: conditions are fulfilled: assessment with a view to the conditions are fulfilled:
200 placing on the market or putting
into service of that product
pursuant to the above mentioned
legislation.is-placed-onthe-market
1 z l ; 1 e 5
: b
jlm 4 'lt ol .5‘
- P Z
s : ; ;%” L g
Article 6(1), point (a) |
(a) the Al system is intended to be | (a) the Al system is intended to be (a) the Al system is intended to be
used as a safety component of a used as a safety component of a deleted used as a safety component of a
201 product, or is itself a product, product, or the Al system is itself a product, or is itself a product,
covered by the Union product, covered by the Union covered by the Union
harmonisation legislation listed in | harmonisation lesistationlaw listed harmonisation legislation listed in
Annex II; in Annex II; Annex II;
Article 6(1), point (b)
vl 202
(b) the product whose safety (b) the product whose safety (b) the product whose safety
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Commission Proposal

component is the Al system, or the
Al system itself as a product, 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 Union
harmonisation legislation listed in

EP Mandate

component pursuant to point (a)
is the Al system, or the Al system
itself as a product, is required to
undergo a third-party conformity
assessment related to risks for
health and safety, with a view to
the placing on the market or
putting into service of that product

Council Mandate
deleted

Draft agreement

component is the Al system, or the
Al system itself as a product, 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 Union
harmonisation legislation listed in

Annex II. pursuant to the Union Annex II.
harmonisation fegistationlaw listed
in Annex II:;
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 one or more of the critical

> In-addit b hichrisk Al
systemsAn Al system intended to

be used as a safety component of
a product covered by the

areas and use cases referred to in
Annex 111 shall elsebe considered
high-risk if they pose a
significant risk of harm to the
health, safety or fundamental

legislation referred to in paragraph
R A e FE S
L shall be considered as high
risk if it is required 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-inthat pose
significant risk of harm to the
health, safety or fundamental
rights of natural persons
pursuant to_Annex III shall also
be considered high-risk.

LS rights of natural persons. Where with a view to the placing on the
an Al system falls under Annex market or putting into service of
111 point 2, it shall be considered | that product pursuant to above
to be high-risk if it poses a mentioned legislation. This
significant risk of harm to the provision shall also-be-considered
environmenthish—risk. hish-riskapply irrespective of
whether the Al system is placed
on the market or put into service
independently from the product.
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EP Mandate

Council Mandate

Commission Proposal
Article 6(2), second subparagraph

Draft agreement

The Commission shall, six

months prior to the entry into

force of this Regulation, after

consulting the Al Office and

relevant stakeholders, provide

guidelines clearly specifying the

203a circumstances where the output

of Al systems referred to in

Annex III 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 in 2a. A provider who considers
Annex I1I shall be considered that an Al system referred to in
high-risk unless the output of the Annex I11 is not high-risk in
system is purely accessory in application of the procedure
respect of the relevant action or under Annex I11 shall document
decision to be taken and is not its assessment before that system
203b therefore likely to lead to a is placed on the market or put
significant risk to the health, into service. Such provider shall
safety or fundamental rights. be subject to the registration
In order to ensure uniform obligation set out in Article 51(2).
conditions for the implementation Upon request of national
of this Regulation, the competent authorities, the
Commission shall, no later than provider shall provide the
one year after the entry into force documentation of the assessment.
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Commission Proposal EP Mandate Council Mandate
of this Regulation, adopt
implementing acis to specify the
circumstances where the output
of Al 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.

| Article 6(2a new)

2a. Where providers falling
under one or more of the critical
areas and use cases referred to in
Annex III consider that their AI
system does not pose a significant
risk as described in paragraph 2,
they shall submit a reasoned
notification to the national

203¢ supervisory authority that they
are not subject to the
requirements of Title III Chapter
2 of this Regulation. Where the
Al system is intended to be used
in two or more Member States,
that notification shall be
addressed to the AI Office.
Without prejudice to Article 635,
the national supervisory authority
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Commission Proposal

EP Mandate

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

misclassified.

Council Mandate

Draft agreement

| Article 6(2b new)

203d

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

203e

2c¢. National supervisory
authorities shall submit a yearly
report to the Al Office detailing
the number of notifications
received, the related high-risk
areas at stake and the decisions
taken concerning received

notifications

2b. The Commission shall, no
later than |...] before the date of
application of this Regulation and
after consulting the AI
[Board/Office], provide
guidelines specifying the practical
implementation of Annex III.

| Article 7

204
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Commission Proposal

Article 7
Amendments to Annex 111

EP Mandate

Article 7
Amendments to Annex 111

Council Mandate

Article 7
Amendments to Annex 111

Draft agreement

Article 7
Amendments to Annex 111

| Article 7(1)

205

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:

1. The Commission is empowered
to adopt delegated acts in
accordance with Article 73 to
updatethetistinamend Annex 111
by adding_or modifying areas or
use-cases of high-risk Al systems
where both-ofthefollowing
conditions-arefidfitled-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 III.

1. The Commission is empowered
to adopt delegated acts in
accordance with Article 73 to
updatcamend the list in Annex II1
by adding high-risk Al systems
where both of the following
conditions are fulfilled:

conditions are fulfilled:

| Article 7(1), point (a)

(a) the Al systems are intended to

(a) the Al systems are intended to

(a) the Al systems are intended to

1. The Commission is empowered
to adopt delegated acts in
accordance with Article 73 to
updateamend the list in Annex 111
by adding high-risk Al systems
where both of the following

206 | be used in any of the areas listed in deleted be used in any of the areas listed in be used in any of the areas listed in
points 1 to 8 of Annex III; points 1 to 8 of Annex III; points 1 to 8 of Annex III;
13157/23 RB/ek 215
ANNEX TREE.2.B LIMITE EN



Commission Proposal
Article 7(1), point (b)

EP Mandate

Council Mandate

Draft agreement

(b) the Al systems pose a risk of (b) the Al systems pose a risk of (b) the Al systems pose a risk of
harm to the health and safety, or a deleted harm to the health and safety, or a harm to the health and safety, or a
risk of adverse impact on risk of adverse impact on risk of adverse impact on
fundamental rights, that is, in fundamental rights, that is, in fundamental rights, that is, in
207 respect of its severity and respect of its severity and respect of its severity and
probability of occurrence, probability of occurrence, probability of occurrence,
equivalent to or greater than the equivalent to or greater than the equivalent to or greater than the
risk of harm or of adverse impact risk of harm or of adverse impact risk of harm or of adverse impact
posed by the high-risk Al systems posed by the high-risk Al systems posed by the high-risk Al systems
already referred to in Annex III. already referred to in Annex III. already referred to in Annex III.
| Article 7(1a)
la. The Commission is also
empowered to adopt delegated
acts in accordance with Article 73
207a to remove use-cases of high-risk
Al systems from the list in Annex
111 if the conditions referred to in
paragraph 1 no longer apply;
| 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 whether | purposes-of parasraphiwhether | purposes of paragraph 1 whether purposes of paragraph 1 whether
208 | an Al system poses a risk of harm | an Al system poses-ariskof-harm | an Al system poses a risk of harm an Al system poses a risk of harm
to the health and safety or a risk of | to-thehealth-and-satety-ora+iskof | to the health and safety or a risk of to the health and safety or a risk of
adverse impact on fundamental atlversetmpactonfidanentad adverse impact on fundamental adverse impact on fundamental
rights that is equivalent to or PrehE-thais-equivalentro-or rights that is equivalent to or rights that is equivalent to or
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Commission Proposal

greater than the risk of harm posed
by the high-risk Al systems
already referred to in Annex III,
the Commission shall take into
account the following criteria:

EP Mandate

e rectdhreterred-to—t—dnney

L for the purposes of paragraph
1 and 1a the Commission shall
take into account the following
criteria:

Council Mandate

greater than the risk of harm posed
by the high-risk Al systems
already referred to in Annex III,
the Commission shall take into
account the following criteria:

Draft agreement

greater than the risk of harm posed
by the high-risk Al systems
already referred to in Annex III,
the Commission shall take into
account the following criteria:

| Article 7(2), point (a)

209

(a) the intended purpose of the Al
system,

(a) the intended purpose of the Al
system,;

(a) the intended purpose of the Al
system,

(a) the intended purpose of the Al
system,

Article 7(2), point (aa new)

=<

209a

(aa) the general capabilities and
functionalities of the Al system

independent of its intended
purpose;

Article 7(2), point (b)

210

(b) the extent to which an Al
system has been used or is likely
to be used;

(b) the extent to which an Al
system has been used or is likely
to be used;

(b) the extent to which an Al
system has been used or is likely
to be used;

(b) the extent to which an Al
system has been used or is likely
to be used;

Article 7(2), point (ba new)

vl 210a (ba) the nature and amount of Y
the data processed and used by
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Commission Proposal

EP Mandate
the Al system;

Council Mandate

Draft agreement

Article 7(2), point (bb new)

<

210b

(bb) the extent to which the AI
system_acts autonomously;

Article 7(2), point (c)

211

(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 documented
allegations submitted to national
competent authorities;

(c) the extent to which the use of
an Al system has already caused
harm to #ke-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 materiatisationlikelihood of
such harm or adverse impact, as
demonstrated_for example by
reports or documented allegations
submitted to national
eompetentsupervisory authorities,
to the Commission, to the AI
Office, to the EDPS, or to the
European Union Agency for
Fundamental Rights;

(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 documented
allegations submitted to national
competent authorities;

(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 documented
allegations submitted to national
competent authorities;

Article 7(2), point (d)

122 (d) the potential extent of such (d) the potential extent of such (d) the potential extent of such (d) the potential extent of such
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Commission Proposal

harm or such adverse impact, in
particular in terms of its intensity
and its ability to affect a plurality
of persons;

EP Mandate

harm or such adverse impact, in
particular in terms of its intensity
and its ability to affect a plurality
of persons_or to disproportionately
affect a particular group of

persons;

Council Mandate

harm or such adverse impact, in
particular in terms of its intensity
and its ability to affect a plurality
of persons;

Draft agreement

harm or such adverse impact, in
particular in terms of its intensity
and its ability to affect a plurality
of persons;

Article 7(2), point (e)

213

(e) the extent to which potentially
harmed or adversely impacted
persons are dependent on the
outcome produced with an Al
system, in particular because for
practical or legal reasons it is not
reasonably possible to opt-out
from that outcome;

(e) the extent to which potentially
harmed or adversely impacted
persons are dependent on the
enteomeoutput produced
withinvolving an Al system, and
that output is purely accessory in
respect of the relevant action or
decision to be taken, in particular
because for practical or legal
reasons it is not reasonably
possible to opt-out from that
orteomeoutput,

(e) the extent to which potentially
harmed or adversely impacted
persons are dependent on the
outcome produced with an Al
system, in particular because for
practical or legal reasons it is not
reasonably possible to opt-out
from that outcome;

(e) the extent to which potentially
harmed or adversely impacted
persons are dependent on the
outcome produced with an Al
system, in particular because for
practical or legal reasons it is not
reasonably possible to opt-out
from that outcome;

| Article 7(2), point (ea new)

213a

(ea) the potential misuse and
malicious use of the Al system
and of the technology
underpinning it;

Article 7(2), point (f)

v 214
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Commission Proposal

(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 imbalance of power,
knowledge, economic or social
circumstances, or age;

EP Mandate

(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 Al system, in
particular due to aninbatanceof
poewerstatus, authority,
knowledge, economic or social
circumstances, or age;

Council Mandate

(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 imbalance of power,
knowledge, economic or social
circumstances, or age;

Draft agreement

(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 imbalance of power,
knowledge, economic or social
circumstances, or age;

Article 7(2), point (g)

215

(g) the extent to which the
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
casily reversible;

(g) the extent to which the
outcome produced withinvolving
an Al system is easily reversible
or remedied, whereby outcomes
having an adverse impact on
health, safety, fundamental rights
of persons, the environment, or
on democracy and rule of lawthe
health-orsafen-of persons shall
not be considered as easily
reversible;

(g) the extent to which the
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 reversible;

(g) the extent to which the
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 reversible;

Article 7(2), point (ga)

(ga) the extent of the availability
and use of effective technical

| 2l solutions and mechanisms for the

control, reliability and

corrigibility of the Al system;
13157/23 RB/ek 220
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Commission Proposal EP Mandate Council Mandate Draft agreement
Article 7(2), point (gb new)
(gb) the magnitude and
likelihood of benefit of the
deployment of the Al system for
v| 215b T A
individuals, groups, or society at
large, including possible
improvements in product safety;
Article 7(2), point (gc new)
(gc) the extent of human
oversight and the possibility for a
human to intercede in order to
v| 215¢ . -
override a decision or
recommendations that may lead
to potential harm;
Article 7(2), point (h)
216 (h) the extent to which existing (h) the extent to which existing (h) the extent to which existing (h) the extent to which existing
Union legislation provides for: Union fegislationlaw provides for: | Union legislation provides for: Union legislation provides for:
Article 7(2), point (h)(i)
(1) effective measures of redress (1) effective measures of redress (i) effective measures of redress (i) effective measures of redress
v| 217 | inrelation to the risks posed by an | in relation to the #isks in relation to the risks posed by an in relation to the risks posed by an
Al system, with the exclusion of | peseddamage caused by an Al Al system, with the exclusion of Al system, with the exclusion of
claims for damages; system, with the exclusion of claims for damages; claims for damages;
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Commission Proposal EP Mandate Council Mandate Draft agreement
claims for direct or indirect
damages;
Article 7(2), point (h)(ii)
(i1) effective measures to prevent | (ii) effective measures to prevent | (ii) effective measures to prevent (i1) effective measures to prevent
vl 218 or substantially minimise those or substantially minimise those or substantially minimise those or substantially minimise those
risks. risks. risks:; risks.
Article 7(2), point (ha)
(ha) the magnitude and
likelihood of benefit of the AI use
v| 218a T "
for individuals, groups, or society
at large.
Article 7(2a new)
2a. When assessing an Al system
for the purposes of paragraphs 1
or la the Commission shall
consult the AI Office and, where
relevant, representatives of
218 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
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Commission Proposal

EP Mandate

consultations and of the final

assessment publicly available;

Council Mandate

Draft agreement

Article 7(2a)
2a. The Commission is 2a. The Commission is
empowered to adopt delegated empowered to adopt delegated
acts in accordance with Article 73 acts in_accordance with Article 73
v| 218¢c to amend the list in Annex III by to amend the list in Annex IIl by | ¥

removing high-risk Al systems
where both of the following
conditions are fulfilled:

removing high-risk Al systems
where both of the following
conditions are fulfilled:

Article 7(2a), point (a)

=<

218d

(a) the high-risk Al system(s)
concerned no longer pose any
significant risks to fundamental
rights, health or safety, taking
into account the criteria listed in

(a) the high-risk Al system(s)
concerned no longer pose any
significant risks to fundamental
rights, health or safety, taking
into account the criteria listed in

paragraph 2;

paragraph 2;

Article 7(2a), point (b)

(b) the deletion does not decrease
the overall level of protection of

(b) the deletion does not decrease
the overall level of protection of

v| 218e health, safety and fundamental health, safety and fundamental
rights under Union law. rights under Union law.
Article 7(2b)
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Commission Proposal

EP Mandate

2b. The Al Office, national
supervisory authorities or the
European Parliament may
request the Commission to
reassess and recategorise the risk

Council Mandate

Draft agreement

2b. The Commission is
empowered to adopt delegated
acts in accordance with Article 73
to update the conditions referred
to in sub-paragraph 2 of Annex

| A categorisation of an Al systemin VIR
accordance with paragraphs 1
and la. The Commission shall
give reasons for its decision and
make them public.
Article 51
Article 51 Article 51 Article 51
509 Registration Registration Registration of relevant operators
and of high-risk Al systems listed
in Annex IlIRegistration
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

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

Before placing on the market or
putting into service a high-risk Al
system listed in Annex III with
the exception of high-risk A1
systems referred to in Artiele

Before placing on the market or
putting into service a high-risk Al
system listed in Annex L1 [with
the exception of high-risk Al
systems referred to in Annex 111,

g >0 register that system in the EU register that system in the EU 62 Annex I, points 1, 6 and 7 points 1, 6 and 7 in the areas of
database referred to in Article 60. | database referred to in Article 60-, | in the areas of law enforcement, law enforcement, migration,
in accordance with Article 60(2); | migration, asylum and border asylum_and border control

control management, and high management, and high risk AI

risk Al systems referred to in systems referred to in Annex II1

Annex 111 point 2, the provider point 2], the provider or, where
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Commission Proposal EP Mandate Council Mandate Draft agreement

o#and where applicable, the applicable, the authorised
authorised representative shall representative shall register that
register that-systemthemselves in system in the EU database

the EU database referred to in referred to in Article 6£2)60.
Article 60. The provider or, where

applicable the authorised Before placing on the market or
representative, shall also register putting into service an Al system
their systems in that database. for which the provider has

concluded that it is not high-risk
in_application of the procedure
under Annex I, the provider or,
where applicable, the authorised
representative shall register that
system in the EU database referred
to in Article 60/, except if such AI
systems is a system referred to in
Annex III, points 1, 2, 6 or 7].

Article 65a
Article 65a
Procedure for dealing with AI
631b systems classified by the provider
as a not high-risk in application
of Annex II1
Article 65a(1)

1. Where a market surveillance
631c authority has sufficient reasons to
consider that an Al system
classified by the provider as non
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Commission Proposal EP Mandate Council Mandate Draft agreement

high-risk in application of Annex
111 is high-risk, they market
surveillance authority shall carry
out an evaluation of the AI
system concerned in respect of its
classification as a high-risk AI
system based on the conditions set
out in Annex III and the
Commission guidelines.

Article 65a(2)

2. Where, in the course of that
evaluation, the market
surveillance authority finds that
the Al system concerned is high-
risk, it shall without undue delay
require the relevant provider to
631d take all necessary actions to bring
the Al system into compliance
with the requirements and
obligations laid down in this
Regulation as well as take
appropriate corrective action
within a period it may prescribe.

Article 65a(3)

3. Where the market surveillance
631e authority considers that the use of
the Al system concerned is not
restricted to its national territory,
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Commission Proposal EP Mandate

Council Mandate Draft agreement

it shall inform the Commission
and the other Member States
without undue delay of the results
of the evaluation and of the
actions which it has required the
provider to take.

Article 65a(4)

631f

4. The provider shall ensure that
all necessary action is taken to
bring the Al system into
compliance with the requirements
and obligations laid down in this
Regulation. Where the provider
of an Al system concerned does
not bring the Al system into
compliance with the requirements
and obligations of this Regulation
within the period referred to in
paragraph 2, the provider shall be

subject to fines in accordance
with Article 71.

Article 65a(5)

631g

5. The provider shall ensure that
all appropriate corrective action
is taken in respect of all the AI
systems concerned that it has
made available on the market
throughout the Union.
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Commission Proposal EP Mandate Council Mandate Draft agreement

Article 65a(6)

6. Where the provider of the AI
system _concerned does not take
adequate corrective action within
631h the period referred to in
paragraph 2, then the provisions
of Article 65 paragraphs 5 to 9

apply.

Article 65a(7)

7. Where, in the course of that
evaluation pursuant to paragraph
1, the market surveillance
authority establishes that the AI
system was misclassified by the
6311 provider as not high-risk to
circumvent the application of
requirements in Title I1I, Chapter
2, the provider shall be subject to
fines in accordance with Article
71.

Article 65a(8)

8. In exercising their power to
631j monitor the application of this
article and in accordance with
Article 11 of Regulation (EU)
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Commission Proposal

EP Mandate

Council Mandate

Draft agreement

2019/1020, market surveillance
authorities may perform
appropriate checks, taking into
account in particular information
stored in the EU database
referred to in Article 60.

Article 84

759

Article 84
Evaluation and review

Article 84
Evaluation and review

Article 84
Evaluation and review

Article 84
Evaluation and review

Article 84(1)

1. The Commission shall assess
the need for amendment of the list
in Annex III once a year following
the entry into force of this
Regulation.

1. After consulting the Al Office,
the Commission shall assess the
need for amendment of the list in
Annex Ill, including the
extension of existing area
headings or addition of new area

1. The Commission shall assess
the need for amendment of the list
in Annex Il ence-ayearevery 24
months following the entry into
force of this Regulation_and until
the end of the period of the

headings in that Annex, the list of

delegation of power. The findings

prohibited Al practices in Article

of that assessment shall be

1. 1. [After consulting the AI
Officel, the Commission shall
assess the need for amendment of
the list in subparagraph 1 of
Annex 111 and the conditions in
subparagraph 2 of Annex I11,
once a year following the entry
into force of this Regulation. The

760 5, and the list of Al systems presented to the European Commission shall submit the
requiring additional transparency | Parliament and the Council. findings of that assessment to the
measures in Article 52 once a year European Parliament and the
following the entry into force of Council.
this Regulation_and following a
recommendation of the Office.

The Commission shall submit the
findings of that assessment to the
European Parliament and the
Council.
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Annex Il

I, subparagraph 2

837b

Al systems referred to in the
previous sub-paragraph do not
pose a significant risk of harm to
the health, safety or fundamental
rights of natural persons, if one
or more of the following
conditions are fulfilled

(a) __the Al system is intended to
perform_a narrow procedural task
of low complexity;

(b) __the use of the Al system
does not replace a human
assessment relevant for the
purpose of the use case listed
above, but is intended to confirm
or improve an accessory factor of
such assessment; or

(c) the Al system is intended to
perform_a preparatory task to an
assessment relevant for the
purpose of the use case listed
above.

Regardless of the above, an AI
system referred to in
subparagraph 1 shall always be
considered to pose a significant
risk of harm to the health, safety
or fundamental rights of natural
persons if the Al system performs
profiling of natural persons.
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Council Mandate Draft agreement

Annex VIII

928e

ANNEX VIII Section D

The following information shall
be provided and thereafter kept
up to date with regard to Al
systems to be registered in
accordance with Article 51(2).
1. Name, address and
contact details of the provider;
2. Where submission of
information is carried out by
another person on behalf of the
provider, the name, address and

contact details of that person;

3. Name, address and
contact details of the authorised
representative, where applicable;
4. Al system trade name
and any additional unambiguous
reference allowing identification
and traceability of the Al system;
5. Description of the
intended purpose of the AI
system;

6. Based on which
condition provided in Annex I11
the Al system is classified as not
high-risk;

Short summary of the grounds
for classifying the Al system as
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Commission Proposal

EP Mandate

Council Mandate

Draft agreement

not high-risk in application of the
procedure under Annex I11;
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B. List of high risk AI use cases (Annex III)

Commission Proposal \ EP Mandate Couingil Mandate Draft Agreement
Annex Il|
Annex [II HIGH-RISK Al Annex III HIGH-RISK Al Annex III HIGH-RISK Al Annex III HIGH-RISK Al
SYSTEMS REFERRED TO IN SYSTEMS REFERRED TO IN SYSTEMS REFERRED TO IN SYSTEMS REFERRED TO IN
807 | ARTICLE 6(2) ARTICLE 6(2) ARTICLE 6{2)6(3) ARTICLE 6(2)
Text Origin: EP Mandate
Annex lll, first paragraph
High-risk Al systems pursuant to The Al systems specifically HishriskIn each of the areas High-risk Al systems pursuant to
Article 6(2) are the Al systems refered to in under points 1 to 8a | listed under points 1-8, the Al Article 6(2) are the Al systems
listed in any of the following areas: | stand for critical use cases and are | systems pursuait-to-Articte-6(2) listed in any of the following areas:
each considered to be high-risk Al | aretheAlsystemstisted-in-any-of - -
808 systems pursuant to Article 6(2), thefollowing-areasspecifically giitogg igm E—
provided that they fulfil the mentioned under each letter are =
criteria set out in that Article-ave | considered to be high-risk Al
e bl ptene e a0 Ll systems pursuant to Article 6(3):
et e
Annex lll, second paragraph
1. Biometric identification and 1. Biometric identification-and 1. Biometrie-identificetioncid
209 categorisation of natural persons: A e e e, e e
persons-and biometrics-based personsBiometrics:
systems
| Annex lll, second paragraph, point (a)
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EP Mandate

Ceouncil Mandate

Draft Agreement

810

Commission Proposal

(a) Al systems intended to be used
for the ‘real-time’ and ‘post’
remote biometric identification of
natural persons;

(a) Al systems intended to be used
for the—rectl-time—aid—pos

bi N
naturat-personsbiometric
identification of natural persons,
with the exception of those
mentioned in Article 3,

(a) Afsystemsiitendedto-bewsed
o e Toall it N o5t

Remote biometric identification 6f

HEtHFEH-persons;: SYStems.

Annex lll, first paragraph, point (aa)

810a

(aa) Al systems intended to be
used to make inferences about
personal characteristics of natural

persons on the basis of biometric
or biometrics-based data,
including emotion recognition
systems, with the exception of
those mentioned in Article 5;
Point 1 shall not include AI
systems 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.

| Annex lll, third paragraph

2. Management and operation of

2. Management and operation of

2. Meanasenten-ahid-operationr-of

2. Meanasenten-ahid-operationrof

811 critical infrastructure: critical infrastructure: Critical infrastructure: Critical infrastructure:
Text Origin: Council Mandate
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

Annex lll, third paragraph, point (a)

812

(a) Al systems intended to be used
as safety components in the
management and operation of road
traffic and the supply of water, gas,
heating and electricity.

(a) Al systems intended to be used
as safety components in the

management and operation of road,
rail and air traffic unless they are

(a) Al systems intended to be used
as safety components in the
management and operation of
critical digital infrastructure, road

regulated in harmonisation or
sectoral law-traffic-and-the-supply

traffic and the supply of water, gas,
heating and electricity.

(a) Al systems intended to be used
as safety components in the
management and operation of
critical digital infrastructure, road
traffic and the supply of water, gas,
heating and electricity.

Annex lll, first paragraph, point 2 - point (aa)

812a

(aa) Al systems intended to be
used as safety components in the
management and operation of the
supply of water, gas, heating,
electricity and critical digital

infrastructure;

Annex lll, fourth paragraph

3. Education and vocational
training:

3. Education and vocational
training:

3. Education and vocational
training:

3. Education and vocational
training:

813
Text Origin: Commission
Proposal
| Annex I, fourth paragraph, point (a)
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EP Mandate

Ceouncil Mandate

814

Commission Proposal

(a) Al systems intended to be used
for the purpose of determining
access or assigning natural persons
to educational and vocational
training institutions;

(a) Al systems intended to be used
for the purpose of determining
access or materially influence
decisions on admission or
assigning natural persons to
educational and vocational training
institutions;

(a) Al systems intended to be used
o 4] A .
~assionineto determine
access, admission or to assign
natural persons to educational and
vocational training institutions_or
programmes at all levels:

Draft Agreement

(a) Al systems intended to be used
ot} vy .
aecess-or-assieningto determine
access or admission or to assign
natural persons to educational and
vocational training institutions_or
programmes at all levels;

Text Origin: Council Mandate

Annex lll, fourth paragraph, point (b)

815

(b) Al systems intended to be used
for the purpose of assessing
students in educational and
vocational training institutions and
for assessing participants in tests
commonly required for admission
to educational institutions.

(b) Al systems intended to be used
for the purpose of assessing
students in educational and
vocational training institutions and
for assessing participants in tests
commonly required for admission
to edueationaithose institutions:;

(b) Al systems intended to be used
B e s

: e o el o]

} &+ )

J, &P ‘j .

. E. il e ]
evaluate learning outcomes,
including when those outcomes

(b) Al systems intended to be used
B e s

: e o el el

3 &+ )

J, &P ‘j .

e E. il i ]
evaluate learning outcomes,
including when those outcomes

are used to steer the learning
process of natural persons in
educational and vocational
training institutions or
programmes at all levels.

are used to steer the learning
process of natural persons in
educational and vocational
training institutions or
programmes at all levels.

Text Origin: Council Mandate

| Annex lll, fourth paragraph, point (ba)

l 815a
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EP Mandate

Ceouncil Mandate

Commission Proposal

(ba) AI systems intended to be
used for the purpose of assessing
the appropriate level of education
for an individual and materially

influencing the level of education
and vocational training that
individual will receive or will be
able to access;

Draft Agreement

(ba) AI systems intended to be
used for the purpose of assessing
the appropriate level of education
for an individual and materially

influencing the level of education
and vocational training that
individual will receive or will be
able to access, in the context
of/within education and
vocational training institution;

Text Origin: EP Mandate

Annex I, fourth paragraph, point (bb)

815b

(bb) Al systems intended to be
used for monitoring and detecting
prohibited behaviour of students

during tests in the context
of/within education and
vocational training institutions;

used for monitoring and detecting
prohibited behaviour of students

during tests in the context
of/within education and
vocational training institutions;

Text Origin: EP Mandate

Annex lll, fifth paragraph

4. Employment, workers
management and access to self-
816 | employment:

4. Employment, workers
management and access to self-
employment:

4. Employment, workers
management and access to self-
employment:

4. Employment, workers
management and access to self-
employment:

Text Origin: Commission
Proposal

(bb) Al systems intended to be |
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EP Mandate

Ceouncil Mandate

Commission Proposal
Annex lll, fifth paragraph, point (a)

Draft Agreement

817

(a) Al systems intended to be used
for recruitment or selection of
natural persons, notably for
advertising vacancies, screening or
filtering applications, evaluating
candidates in the course of
Interviews or tests;

(a) Al systems intended to be used
for recruitment or selection of
natural persons, notably for
advertisingvacancies;placing
targeted job advertisements
screening or filtering applications,
evaluating candidates in the course
of interviews or tests;

(a) Al systems intended to be used
for recruitment or selection of
natural persons, notably fer

. gvacan L. 78
y L lz; PP ; v g
interviews-or-teststo place targeted
job advertisements, to analyse and
filter job applications, and to
evaluate candidates;

(a) Al systems intended to be used
for recruitment or selection of
natural persons, notably for
advertisingvacancies;placing
targeted job advertisements
screening or filtering applications,
evaluating candidates in the course
of interviews or tests;

Text Origin: EP Mandate

Annex lll, fifth paragraph, point (b)

818

(b) Al intended to be used for
making decisions on promotion
and termination of work-related
contractual relationships, for task
allocation and for monitoring and
evaluating performance and
behavior of persons in such
relationships.

(b) Al systems intended to be used

for-matineto make or materially
influence decisions oxaffecting

the initiation, promotion and
termination of work-related
contractual relationships, fo#task
allocation a#dbased on individual
behaviour or personal traits or

(b) Al intended to be used fo#
mekineto make decisions on
promotion and termination of
work-related contractual
relationships, fortaskedlocation

evednatineto allocate tasks based

on individual behavior or personal

characteristics, or for monitoring
and evaluating performance and
behavior of persons in such
relationships:;

traits or characteristics and to

(b) Al intended to be used fo#
makineto make decisions
enraffecting terms of the work
related relationships, promotion
and termination of work-related
contractual relationships, fortesk
el et o e ]
evednatineto allocate tasks based
on individual behavior or personal

monitor and evaluate performance
and behavior of persons in such
relationships.

traits or characteristics and to
monitor and evaluate performance
and behavior of persons in such
relationships.

Annex [Il, sixth paragraph

l 819
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EP Mandate

Ceouncil Mandate

Draft Agreement

Commission Proposal

5. Access to and enjoyment of
essential private services and
public services and benefits:

5. Access to and enjoyment of
essential private services and
public services and benefits:

5. Access to and enjoyment of
essential private services and
essential public services and
benefits:

5. Access to and enjoyment of
essential private services and
essential public services and
benefits:

Text Origin: Council Mandate

Annex lll, sixth paragraph, point (a)

820

(a) Al systems intended to be used
by public authorities or on behalf
of public authorities to evaluate the
eligibility of natural persons for
public assistance benefits and
services, as well as to grant,
reduce, revoke, or reclaim such
benefits and services;

(a) Al systems intended to be used
by public-amthorities-or on behalf
of public authorities to evaluate the
eligibility of natural persons for
public assistance benefits and
services, including healthcare
services and essential services,
including but not limited to
housing, electricity,
heating/cooling and internet, as
well as to grant, reduce, revoke,
increase or reclaim such benefits
and services;

(a) Al systems intended to be used
by public authorities or on behalf
of public authorities to evaluate the
eligibility of natural persons for
essential public assistance benefits
and services, as well as to grant,
reduce, revoke, or reclaim such
benefits and services;

(a) Al systems intended to be used
by public authorities or on behalf
of public authorities to evaluate the
eligibility of natural persons for
essential public assistance benefits
and_services, including healthcare
services, as well as to grant,
reduce, revoke, or reclaim such
benefits and services;

Annex lll, sixth paragraph, point (b)

(b) Al systems intended to be used
to evaluate the creditworthiness of
natural persons or establish their

(b) Al systems intended to be used
to evaluate the creditworthiness of
natural persons or establish their

(b) Al systems intended to be used
to evaluate the creditworthiness of
natural persons or establish their

(b) Al systems intended to be used
to evaluate the creditworthiness of
natural persons or establish their

82 credit score, with the exception of | credit score_, with the exception of | credit score, with the exception of | credit score_, with the exception of
Al systems put into service by Al systems pu{—Hﬁe—S%ee—by Al systems put into service—by Al systems pﬁt—m{e—sei%ee—by
small scale providers for their own | smettscaleprovidersfor-theirown | smatsealeproviders by providers | smatt-sealeprovidersfor-their-own
use; useused for the purpose of that are micro and small-sized useused for the purpose of
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Commission Proposal

EP Mandate

detecting financial fraud,

Ceouncil Mandate

enterprises as defined in the
Annex of Commission
Recommendation 2003/361/EC for
their own use;

Draft Agreement

detecting financial fraud,

Text Origin: EP Mandate

Annex lll, sixth paragraph, point (ba)

821a

(ba) AI systems intended to be
used for making decisions or
materially influencing decisions
on the eligibility of natural
persons for health and life

insurance;

Annex lll, sixth paragraph, point (c)

822

(c) Al systems intended to be used
to dispatch, or to establish priority
in the dispatching of emergency
first response services, including
by firefighters and medical aid.

(c) Al systems intended to
evaluate and classify emergency
calls by natural persons or to be
used to dispatch, or to establish
priority in the dispatching of
emergency first response services,
including by police and law
enforcement, firefighters and
medical aid-, as well as of

emergency healthcare patient
triage systems;

(c) Al systems intended to be used
to dispatch, or to establish priority
in the dispatching of emergency
first response services, including
by firefighters and medical aid-;

(c) Al systems intended to
evaluate and classify emergency
calls by natural persons or to be
used to dispatch, or to establish
priority in the dispatching of
emergency first response services,
including by police, firefighters
and medical aid-, as well as of

emergency healthcare patient
triage systems;

Text Origin: EP Mandate

Annex lll, sixth paragraph, point (ca)

v| 822a
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Commission Proposal

EP Mandate

Ceouncil Mandate

(ca) Al systems intended to be
used for risk assessment and
pricing in relation to natural

persons in the case of life and
health insurance with _the
exception of Al systems put into
service by providers that are micro

and small-sized enterprises as
defined in the Annex of
Commission Recommendation
2003/361/EC for their own use.

Draft Agreement

(ca) AI systems intended to be
used for risk assessment and
pricing in relation to natural
persons in the case of life and
health insurance.

Text Origin: Council Mandate

Annex lll, seventh paragraph

6. Law enforcement:

6. Law enforcement:

6. Law enforcement:

6. Law enforcement:

823 Text Origin: Commission
Proposal
| Annex lll, seventh paragraph, point (a)
(a) Al systems intended to be used (a) Al systems intended to be used
by law enforcement authorities for deleted by law enforcement authorities for
making individual risk assessments e e
of natural persons in order to assess ettt e e devor on
824 the risk of a natural person for their behalf to assess the risk of a
offending or reoffending or the risk natural person for offending or
for potential victims of criminal reoffending or the risk for ¢
offences; natural person to become a
potential vietimsvictim of criminal
offences;
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

Annex lll, seventh paragraph, point (b)

825

(b) Al systems intended to be used
by law enforcement authorities as
polygraphs and similar tools or to
detect the emotional state of a
natural person;

(b) Al systems intended to be used
by or on behalf of law
enforcement authorities, or by

(b) Al systems intended to be used
by law enforcement authorities or
on their behalf as polygraphs and

Union agencies, offices or bodies
in support of law enforcement
authorities as polygraphs and
similar tools, insofar as their use
is permitted under relevant Union

similar tools or to detect the
emotional state of a natural person;

and national law-er-to-detect-the

et e e,

Persom;

| Annex lll, seventh paragraph, point (c) |
(c) Al systems intended to be used (¢) lrerene—loededio-bonnd
826 by law enforcement authorities to deleted deleted bytenr-enforeement-anthorities+o

detect deep fakes as referred to in cletenidleep ol el omred oy
article 52(3); : ~deleted

| Annex lll, seventh paragraph, point (d)

(d) Al systems intended to be used
by law enforcement authorities for
evaluation of the reliability of

(d) Al systems intended to be used
by or on behalf of law

enforcement authorities, or by

(d) Al systems intended to be used
by law enforcement authorities for

evedueation-ofor on their behalf to

(d) Al systems intended to be used
by or on behalf of law

enforcement authorities, or by

827 | evidence in the course of Union _agencies, offices or bodies | evaluate the reliability of evidence | Union agencies, offices or bodies
investigation or prosecution of in support of law enforcement in the course of investigation or in support of law enforcement
criminal offences; authorities to evaluate-for prosecution of criminal offences; authorities to evaluate-for

evaluation-of the reliability of evaluation-of the reliability of
evidence in the course of evidence in the course of
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

investigation or prosecution of
criminal offences;

investigation or prosecution of
criminal offences;

Text Origin: EP Mandate

Annex lll, seventh paragraph, point (e)

828

(e) Al systems intended to be used
by law enforcement authorities for
predicting the occurrence or
reoccurrence of an actual or
potential criminal offence based on
profiling of natural persons as
referred to in Article 3(4) of
Directive (EU) 2016/680 or
assessing personality traits and
characteristics or past criminal
behaviour of natural persons or
groups;

deleted

(e) Al systems intended to be used
by law enforcement authorities for
predictinethe—or on their behalf
to predict the occurrence— or
reoccurrence of an actual or
potential criminal offence based on
profiling of natural persons as
referred to in Article 3(4) of
Directive (EU) 2016/680 or
assessingto assess personality traits
and characteristics or past criminal
behaviour of natural persons or
groups;

Annex lll, seventh paragraph, point (f)

(f) Al systems intended to be used
by law enforcement authorities for
profiling of natural persons as
referred to in Article 3(4) of

(f) Al systems intended to be used
by or on behalf of law
enforcement authorities or by
Union agencies, offices or bodies

(f) Alsystems intended to be used
by law enforcement authorities for

profitine—ofor on their behalf to

(f) Al systems intended to be used
by or on behalf of law
enforcement authorities or by

profile natural persons as referred

Union agencies, offices or bodies

S22 Directive (EU) 2016/680 in the in_support of law enforcement to in Article 3(4) of Directive (EU) | in_support of law enforcement
course of detection, investigation authorities for profiling of natural 2016/680 in the course of authorities for profiling of natural
or prosecution of criminal persons as referred to in Article detection, investigation or persons as referred to in Article
offences; 3(4) of Directive (EU) 2016/680 in | prosecution of criminal offences;, | 3(4) of Directive (EU) 2016/680 in
the course of detection, the course of detection,
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Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

investigation or prosecution of
criminal offences or, in the case of
Union agencies, offices or bodies,
as referred to in Article 3(5) of
Regulation (EU) 2018/1725;

investigation or prosecution of
criminal offences or, in the case of
Union agencies, offices or bodies,
as referred to in Article 3(5) of
Regulation (EU) 2018/1725;

Text Origin: EP Mandate

Annex lll, seventh paragraph, point (g)

830

(g) Al systems intended to be used
for crime analytics regarding
natural persons, allowing law
enforcement authorities to search
complex related and unrelated
large data sets available in different
data sources or in different data
formats in order to identify
unknown patterns or discover
hidden relationships in the data.

(g) Al systems intended to be used
by or on behalf of law
enforcement authorities or by
Union agencies, offices or bodies
in support of law enforcement
authorities for crime analytics
regarding natural persons, allowing
law enforcement authorities to
search complex related and
unrelated large data sets available
in different data sources or in
different data formats in order to
identify unknown patterns or
discover hidden relationships in the
data.

deleted

| Annex lll, eighth paragraph

7. Migration, asylum and border

7. Migration, asylum and border

7. Migration, asylum and border

7. Migration, asylum and border

831 control management: control management: control management: control management:
Text Origin: Commission
Proposal
13157/23 RB/ek 244
ANNEX TREE.2.B LIMITE EN



Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

Annex lll, eighth paragraph, point (a)

832

(a) Al systems intended to be used
by competent public authorities as
polygraphs and similar tools or to
detect the emotional state of a
natural person;

(a) Al systems intended to be used
by or on behalf of competent
public authorities or by Union
agencies, offices or bodies as
polygraphs and similar tools e#to

naturat-personzinsofar as their use

is permitted under relevant Union
or national law

(a) Al systems intended to be used
by competent public authorities or
on their behalf as polygraphs and
similar tools or to detect the
emotional state of a natural person;

Annex lll, eighth paragraph, point (b)

833

(b) Al systems intended to be used
by competent public authorities to
assess a risk, including a security
risk, a risk of irregular
immigration, or a health risk, posed
by a natural person who intends to
enter or has entered into the
territory of a Member State;

(b) Al systems intended to be used
by or on behalf of competent
public authorities or by Union
agencies, offices or bodies to
assess a risk, including a security
risk, a risk of irregular
immigration, or a health risk, posed
by a natural person who intends to
enter or has entered into the
territory of a Member State;

(b) Al systems intended to be used
by competent public authorities or
on their behalf'to assess a risk,
including a security risk, a risk of
irregular innnierationmigration, or
a health risk, posed by a natural
person who intends to enter or has
entered into the territory of a
Member State;

(b) Al systems intended to be used
by or on behalf of competent
public authorities or by Union
agencies, offices or bodies to
assess a risk, including a security
risk, a risk of irregular
immigration[migration], or a
health risk, posed by a natural
person who intends to enter or has
entered into the territory of a
Member State;

Text Origin: EP Mandate

| Annex I, eighth paragraph, point (c)

834
13157/23 RB/ek 245
ANNEX TREE.2.B LIMITE EN



Commission Proposal

EP Mandate

Ceouncil Mandate

Draft Agreement

(c) Al systems intended to be used
by competent public authorities for
the verification of the authenticity
of travel documents and supporting
documentation of natural persons
and detect non-authentic
documents by checking their
security features;

(c) Al systems intended to be used
by or on behalf of competent
public authorities_or by Union
agencies, offices or bodies for the
verification of the authenticity of
travel documents and supporting
documentation of natural persons
and detect non-authentic
documents by checking their
security features;

deleted

Annex I,

eighth paragraph, point (d)

(d) Al systems intended to assist
competent public authorities for the
examination of applications for
asylum, visa and residence permits
and associated complaints with
regard to the eligibility of the
natural persons applying for a

(d) Alsystems intended to be used
by or on behalf of competent
public authorities or by Union
agencies, offices or bodies to assist
competent public authorities for the
examination and assessment of the
veracity of evidence in relation to

(d) Al systems intended to assisthe
used by competent public
authorities forthe-examination-ofor
on their behalf to examine
applications for asylum, visa and
residence permits and associated

(d) Al systems intended to be used
by or on behalf of competent
public authorities or by Union

agencies, offices or bodies to assist
competent public authorities for the
examination and assessment of the

835 complaints with regard to the reliability of evidence in relation
status. ofapplications for asylum, visa and | eligibility of the natural persons to of-applications for asylum, visa
residence permits and associated applying for a status. and residence permits and
complaints with regard to the associated complaints with regard
eligibility of the natural persons to the eligibility of the natural
applying for a status:; persons applying for a status-;
Text Origin: EP Mandate
| Annex I, eighth paragraph, point (da)
835a (da) Al systems intended to be
used by or on behalf of competent
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EP Mandate

Ceouncil Mandate

Commission Proposal

public authorities or by Union

agencies, offices or bodies in
migration, asylum and border
control management to monitor,
surveil or process data in the
context of border management
activities, for the purpose of
detecting, recognising or
identifying natural persons;

Draft Agreement

Annex lll, eighth paragraph, point (db)

835b

(db) Al systems intended to be
used by or on behalf of competent
public authorities or by Union

agencies, offices or bodies in
migration, asylum and border
control management for the
forecasting or prediction of trends

related to migration movement
and border crossing;

Annex lll, ninth paragraph, point (a)

(a) Al systems intended to assista | (a) Al systems intended to be used | (a) Al systems intended to assisthe | (a) Al systems intended to be used
judicial authority in researching by a judicial authority ot used by a judicial authority ## by a judicial authority or on their
and interpreting facts and the law administrative body or on their researchine-andinterpretineor on | behalf to assist a judicial authority
v| 837 | and in applying the law to a behalf'to assist a judicial authority | their behalf to interpret facts in researching and interpreting
concrete set of facts. or administrative body in andor the law and in-apphrineto facts and the law and in applying
researching and interpreting facts apply the law to a concrete set of the law to a concrete set of facts_or
and the law and in applying the law | facts. used in a similar way in
to a concrete set of facts_or used in alternative dispute resolution.
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EP Mandate

Ceouncil Mandate

Commission Proposal

a similar way in alternative
dispute resolution.

Draft Agreement

Text Origin: EP Mandate

Annex lll, ninth paragraph, point (aa)

837a

(aa) Al systems intended to be
used for influencing the outcome
of an _election or referendum or
the voting behaviour of natural
persons in the exercise of their

vote in elections or referenda.
This does not include Al systems
whose output natural persons are
not directly exposed to, such as
tools used to organise, optimise
and structure political campaigns
from an administrative and

logistic point of view.

(aa) Al systems intended to be
used for influencing the outcome
of an election or referendum or
the voting behaviour of natural
persons in the exercise of their

vote in _elections or referenda.
This does not include Al systems
whose output natural persons are
not directly exposed to, such as
tools used to organise, optimise
and structure political campaigns
from an administrative and

logistic point of view.

Annex lll, ninth paragraph, point (ab)

(ab) Al systems intended to be
used by social media platforms
that have been designated as very
large online platforms within the
meaning of Article 33 of

7 Regulation EU 2022/2065, in their
recommender systems to
recommend to the recipient of the
service user-generated content
available on the platform.
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C. Subject matter and scope (Recitals 1 and 1a, Articles 1 and 2)

Recital 1

(1) The purpose of this Regulation
is to improve the functioning of
the internal market by laying down
a uniform legal framework in
particular for the development,
marketing and use of artificial
intelligence in conformity with
Union values. This Regulation
pursues a number of overriding
reasons of public interest, such as
a high level of protection of
health, safety and fundamental
rights, and it ensures the free

(1) The purpose of this Regulation

18 1O dopmee e ietiom i/ the
EHereHrekerby-lercinedoven-e
marketing-and-usepromote the
uptake of human centric and
trustworthy artificial intelligence
and to ensure a high level of
protection of health, safety,
fundamental rights, democracy

and rule of law and the
environment from harmful effects

(1) The purpose of this Regulation
is to improve the functioning of
the internal market by laying down
a uniform legal framework in
particular for the development,
marketing and use of artificial
intelligence in conformity with
Union values. This Regulation
pursues a number of overriding
reasons of public interest, such as
a high level of protection of
health, safety and fundamental
rights, and it ensures the free

(1) The purpose of this Regulation
is to improve the functioning of

the internal market by-layinedown
marketing-and-wseand to promote
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
and rule of law, against harmful

11 movement of Al-based goods and | of artificial intelligence systems in | movement of Al-based goods and effects of artificial intelligence
services cross-border, thus the Union while supporting services cross-border, thus systems in thein-conformity-with
preventing Member States from innovation and improving the preventing Member States from Union yafiesand supporting
imposing restrictions on the functioning of the internal imposing restrictions on the innovation. This Regulation
development, marketing and use marketin-conformity-with-Uhiion development, marketing and use R R e e e L
of Al systems, unless explicitly yednes. This Regulation purswes—« | of Al systems, unless explicitly P e e e e
authorised by this Regulation. st e e e e e authorised by this Regulation. e e

Lol e eepion e Mot riehts—and-itlays down a uniform

erel el e - la s legal framework in particular for

down_a uniform legal framework the development, the placing on

in particular for the development, the market, the putting into

the placing on the market, the service and the use of artificial

putting into service and the use of intelligence in conformity with

artificial intelligence in Union values and ensures the free
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Commission Proposal

EP Mandate

conformity with Union values and
ensures the free movement of Al-
based goods and services cross-
border, thus preventing Member
States from imposing restrictions
on the development, marketing
and use of Artificial Intelligence
systems (Al systems), unless
explicitly authorised by this
Regulation._Certain Al systems
can_also have an impact on
democracy and rule of law and
the environment. These concerns
are specifically addressed in the
critical sectors and use cases
listed in the annexes to this

Regulation.

Council Mandate

Draft agreement

movement of Al-based goods and
services cross-border, thus
preventing Member States from
imposing restrictions on the
development, marketing and use
of Artificial Intelligence systems
(Al systems), unless explicitly
authorised by this Regulation.
Certain Al systems can also have
an impact on democracy and rule
of law. [These concerns are
specifically addressed in the
critical sectors and use cases
listed in the annexes to this

Regulation .|

Recital 1a
(la) This Regulation should (la) This Regulation should
preserve the values of the Union preserve the values of the Union
facilitating the distribution of facilitating the distribution of
artificial intelligence benefits artificial intelligence benefits
across society, protecting across society, protecting
11a individuals, companies, individuals, companies,

democracy and rule of law and democracy and rule of law from
the environment from risks while risks while boosting innovation
boosting innovation and and employment and making the
employment and making the Union a leader in the field.
Union a leader in the field
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Commission Proposal

EP Mandate

Council Mandate

Draft agreement

Article 1

I 102

Article 1
Subject matter

Article 1
Subject matter

Article 1
Subject matter

Article 1
Subject matter

| Article 1, first paragraph -a

| 102a

The purpose of this Regulation is

to promote the uptake of human-

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;

The purpose of this Regulation is
to improve the functioning of the
internal market and to promote

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.

| Article 1, first paragraph

I 103

This Regulation lays down:

This Regulation lays down:

This Regulation lays down:

This Regulation lays down:

| Article 1, first paragraph, point (a)

I 104

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

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

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

(a) harmonised rules for the
placing on the market, the putting
into service and the use of
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Commission Proposal

artificial intelligence systems (‘Al
systems’) in the Union;

EP Mandate

artificial intelligence systems (‘Al
systems’) in the Union;

Council Mandate

artificial intelligence systems (‘Al
systems’) in the Union;

Draft agreement

artificial intelligence systems (‘Al
systems’) in the Union;

| Article 1, first paragraph, point (b)

105

(b) prohibitions of certain
artificial intelligence practices;

(b) prohibitions of certain
artificial intelligence practices;

(b) prohibitions of certain
artificial intelligence practices;

(b) prohibitions of certain
artificial intelligence practices;

| Article 1, first paragraph, point (c)

106

(c) specific requirements for high-
risk Al systems and obligations for
operators of such systems;

(c) specific requirements for high-
risk Al systems and obligations for
operators of such systems;

(c) specific requirements for high-
risk Al systems and obligations for
operators of such systems;

(c) specific requirements for high-
risk Al systems and obligations for
operators of such systems;

| Article 1, first paragraph, point (d)

107

(d) harmonised transparency rules
for Al systems intended to interact
with natural persons, emotion
recognition systems and biometric
categorisation systems, and Al
systems used to generate or
manipulate image, audio or video
content;

(d) harmonised transparency rules

for —Hmstonn e eebetieed
sttt oo
pessesrtennslenr e biere i
eategorisation-systems—andcertain
Al systems-used-to-generate-or
manipidate-image—atidio-or—video

content,

(d) harmonised transparency rules

for “hns e —inrendedotateraet
st e e e
pessr e e e e e
eategorisation-systens—andcertain
Al systems-ised-to-generate-or
meaniptilate-imase—audio-orvideo

content,;

(d) harmonised transparency rules

for —hons e tnpepeleotnreaad
e
pescrsriten sty ene L bisre i
eategorisationsystens—andcertain
Al systems-ised-to-generate-or
manipidate-inase—atidio-or-video

content,

Article 1, first paragraph, point (e)

(e) rules on market monitoring

(e) rules on market monitoring,

(e) rules on market monitoring,

(e) rules on market monitoring,

v| 108 . . . .
and surveillance. market surveillance governance market surveillance and market surveillance governance
and enforcement;-a#d governance;-and-surveillance: and enforcement;-a#
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<

<

Commission Proposal

EP Mandate

Council Mandate

Draft agreement
surveiianree:

Article 1, first paragraph, point (ea)

108a

(ea) measures in support of

(ea) measures in support of
innovation, with a particular
focus on SMEs and start-ups.

Article 1, first paragraph a, point (ea new)

108b

(ea) measures to support
innovation, with a particular
focus on SMEs and start-ups,

including on setting up regulatory
sandboxes and targeted measures
to reduce the regulatory burden
on SMESs’s and start-ups;

Article 1, first paragraph a, point (eb new)

(eb) rules for the establishment
and functioning of the Union’s

(ec) [to be discussed with
governance|

it Artificial Intelligence Office (Al
Office).
| Article 2
Article 2 Article 2 Article 2 Article 2
109
Scope Scope Scope Scope
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Commission Proposal EP Mandate Council Mandate Draft agreement
Article 2(1)
110 | 1. This Regulation applies to: 1. This Regulation applies to: 1. This Regulation applies to: 1. This Regulation applies to:
Article 2(1), point (a) ‘
(a) providers placing on the (a) providers placing on the (a) providers placing on the (a) providers placing on the
market or putting into service Al market or putting into service Al market or putting into service Al market or putting into service Al
systems in the Union, irrespective | systems in the Union, irrespective | systems in the Union, irrespective systems in the Union, irrespective
v| 111 | of whether those providers are of whether those providers are of whether those providers are of whether those providers are
established within the Union or in | established within the Union or in | physically present or established established within the Union or in
a third country; a third country; within the Union or in a third a third country;
country;
Article 2(1), point (b)
(b) users of Al systems located (b) usersdeployers of Al systems | (b) users of Al systems (b) usersdeployers of Al systems
o1 within the Union; that have their place of leeatedwho are physically present who are located or established
establishment or who are located | or established within the Union,; within the Union;
within the Union;
Article 2(1), point (c)
(c) providers and users of Al (¢) providers and usersdeployers | (c) providers and users of Al (¢) providers and users of Al
systems that are located in a third | of Al systems that have their systems that-aretocatedwho are systems that are located or
country, where the output place of establishment or who are | physically present or established established in a third country,
v| 113 | produced by the system is used in | located in a third country, where in a third country, where the where_either Member State law
the Union; either Member State law applies output produced by the system is applies by virtue of a public
by virtue of a public international | used in the Union; international law or the output
law or the output produced by the produced by the system is used in
system is_intended to be used in the Union;
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Commission Proposal

EP Mandate

the Union;

Council Mandate

Draft agreement

Article 2(1), point (ca)

<

113a

(ca) importers and distributors of
Al systems;

(ca) importers and distributors of
Al systems;

Article 2(1), point (ca new)

113b

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

systems is located within the
Union;

(cb) [This is a point to be
carefully discussed. It seems
similar to exports, which are not
under the same legal basis as this

regulation]

Article 2(1), point (cb)

<

113c

(cb) product manufacturers
placing on the market or putting

(cc) product manufacturers
placing on the market or putting

into service an Al system together

into service an Al system together

with their product and under
their own name or trademark;

with their product and under
their own name or trademark;

Article 2(1), point (cb new)

(cb) importers and distributors of

-l Al systems as well as authorised

representatives of providers of AI
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<

Commission Proposal

EP Mandate

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

Council Mandate

Draft agreement

Article 2

(1), point (cc)

113e

(cc) authorised representatives of
providers, which are established

(cd) authorised representatives of
providers, which are established

in the Union.

in the Union.

Article 2

(1), point (cc new)

(cc) affected persons as defined
in Article 3(8a) that are located in

the Union and whose health,
safety or fundamental rights are

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

| LeE adversely impacted by the use of adversely impacted by the use of
an Al system that is placed on the an Al system that is placed on the
market or put into service within market or put into service within
the Union. the Union.
Article 2(2)
2. For high-risk Al systems that 2. For high-risk Al systems that 2. For high—riste Al systems that 2. For high—rist Al systems that
are safety components of products | are safety components of products | aresafety-componentsofproducts e e e e e e
¥ 114 or systems, or which are or systems, or which are B e et T
themselves products or systems, themselves products or systems; themsetvesclassified as high-risk themselvesclassified as high-risk
falling within the scope of the fattine and that fall, within the Al systems in accordance with Al systems in accordance with
following acts, only Article 84 of | scope of thefoHowing Articles 6(1) and 6(2) related to Articles 6(1) and 6(2) related to
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Commission Proposal EP Mandate Council Mandate Draft agreement

this Regulation shall apply:

aectsharmonisation legislation
listed in Annex II - Section B,
only Article 84 of this Regulation
shall apply=;

products er-systems—fatlingwithin
the-rcoper e loveing

aets;covered by Union
harmonisation legislation listed
in Annex 1, section B only
Article 84 of this Regulation shall
apply=. Article 53 shall apply only

products ersystems—fatlingwithin
the-scope-of thefotlowingaets;
covered by Union harmonisation
legislation listed in Annex I1,
section B only Article 84 of this
Regulation shall apply=. Article 53
shall apply only insofar as the

insofar as the requirements for
high-risk AI systems under this
Regulation have been integrated
under that Union harmonisation

requirements for high-risk AI
systems under this Regulation
have been integrated under that
Union harmonisation legislation

legislation.

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

(c) Regulation (EU) No 168/2013;

deleted

deleted

| Article 2

(2), point (d)

l 118
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Commission Proposal
(d) Directive 2014/90/EU;

EP Mandate

Council Mandate

Draft agreement

deleted deleted
| Article 2(2), point (e)
119 (e) Directive (EU) 2016/797;
deleted deleted
| Article 2(2), point (f)
120 (f) Regulation (EU) 2018/858;
deleted deleted
| Article 2(2), point (g)
121 (¢) Regulation (EU) 2018/1139;
deleted deleted
| Article 2(2), point (h)
122 (h) Regulation (EU) 2019/2144.
deleted deleted
| Article 2(3)
3. This Regulation shall not apply 3. This Regulation shall not apply 3. _This Regulation shall not apply
123 | to Al systems developed or used to Al systems devetopedif and to Al systems devetopedif and
exclusively for military purposes. insofar placed on the market, put insofar placed on the market, put
into service, or used exefusively into service, or used exefusively
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for-with or without modification

of such systems for the purpose of

Draft agreement

for-with or without modification
of such systems for the purpose of

activities which fall outside the
scope of Union law, and in any
event activiiies concerning
military, defence or national
security, regardless of the type of

activities which fall outside the
scope of Union law, and in
activities concerning military,
defence or national security,
regardless of the type of entity

entity carrying out those
activities.

In addition, this
Regulation shall not apply to AI

entrusted by the Member States to
carry out tasks in relation to those
competences. In addition, this
Regulation shall not apply to AI

systems which are not placed on

systems which are not placed on

the market or put into service in

the market or put into service in

the Union, where the output is
used in the Union for the purpose

the Union, where the output is
used in the Union for the purpose

of activities which fall outside the

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

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

entity carrying out those activities

entrusted by the Member States to

PHIPoses.

carry out tasks in relation to those
competences-pHrposes.

Article 2(4)

4. This Regulation shall not apply
to public authorities in a third

4. This Regulation shall not apply
to public authorities in a third

4. This Regulation shall not apply
to public authorities in a third

4. This Regulation shall not apply
to public authorities in a third

v| 124 | country nor to international country nor to international country nor to international country nor to international

organisations falling within the organisations falling within the organisations falling within the organisations falling within the

scope of this Regulation pursuant | scope of this Regulation pursuant | scope of this Regulation pursuant scope of this Regulation pursuant

to paragraph 1, where those to paragraph 1, where those to paragraph 1, where those to paragraph 1, where those
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Commission Proposal

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

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
and freedoms of individuals;

Council Mandate

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

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
and freedoms of individuals.

Article 2(5)
5. This Regulation shall not affect | 5. This Regulation shall not affect | 5. This Regulation shall not affect 5. This Regulation shall not affect
the application of the provisions the application of the provisions the application of the provisions the application of the provisions
on the liability of intermediary on the liability of intermediary on the liability of intermediary on the liability of intermediary
v| 125 | service providers set out in service providers set out in service providers set out in service providers set out in
Chapter II, Section IV of Directive | Chapter II, Section IV of Directive | Chapter II, Section 4 of Chapter II, Section 4 of
2000/31/EC of the European 2000/31/EC of the European Directive 2000/31/EC of the Directive 2000/31/EC of the
Parliament and of the Council' [as | Parliament and of the Council' [as | European Parliament and of the European Parliament and of the
to be replaced by the to be replaced by the Council' [as to be replaced by the Council™ [as to be replaced by the
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Commission Proposal

corresponding provisions of the
Digital Services Act].

1. Directive 2000/31/EC of the European
Parliament and of the Council of 8 June
2000 on certain legal aspects of
information society services, in particular
electronic commerce, in the Internal
Market ('Directive on electronic
commerce') (OJ L 178, 17.7.2000, p. 1).

EP Mandate

corresponding provisions of the
Digital Services Act].

1. Directive 2000/31/EC of the European

Parliament and of the Council of 8 June
2000 on certain legal aspects of
information society services, in particular
electronic commerce, in the Internal
Market ('Directive on electronic
commerce') (OJ L 178, 17.7.2000, p. 1).

Council Mandate
corresponding provisions of the
Digital Services Actasto-be
;499! gs; 324 bj 0y 1 Zl ? E, 9,:;,_1 ils Bgﬁ #i}qg

"

B\ S

Aet].

1. /1] Directive 2000/31/EC of the
European Parliament and of the Council of
8 June 2000 on certain legal aspects of
information society services, in particular
electronic commerce, in the Internal
Market ('Directive on electronic
commerce') (OJ L 178, 17.7.2000, p. 1).

Draft agreement

corresponding provisions of the
Digital Services Act].

1. Direetive 2000/31/EC of the Enropean
o SN

Article 2(5a)
Sa. This Regulation shall not Sa. This Regulation shall not
apply to Al systems, including apply to Al systems, including
their output, specifically their output, specifically
developed and put into service for developed and put into service for
the sole purpose of scientific the sole purpose of scientific
v| 125a
research and development. research and development,
provided that these activities are
conducted respecting
fundamental rights and the
applicable Union law.
Article 2(5a) new
Sa. Union law on the protection 5b. Union law on the protection
v| 125b of personal data, privacy and the of personal data, privacy and the
confidentiality of confidentiality of
communications applies to communications applies to
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Commission Proposal

EP Mandate

personal data processes in
connection with the rights and
obligations laid down in this
Regulation. This Regulation shall
not affect Regulations (EU)
2016/679 and (EU) 2018/1725
and Directives 2002/58/EC and
(EU) 2016/680, without prejudice
to arrangements provided for in
Article 10(5) and Article 54 of
this Regulation.;

Council Mandate

Draft agreement

personal data processes in
connection with the rights and
obligations laid down in this
Regulation. This Regulation shall
not affect Regulations (EU)
2016/679 and (EU) 2018/1725
and Directives 2002/58/EC and
(EU) 2016/680, without prejudice
to arrangements provided for in
Article 10(5) and Article 54 of
this Regulation.

Article 2(5b)

<

125c¢

5b. This Regulation shall not
apply to any research and
development activity regarding Al

systems.

Article 2(5b) new

5b. This Regulation is without
prejudice to the rules laid down

Sc. This Regulation is without
prejudice to the rules laid down

v 125d by other Union legal acts related by other Union legal acts related | v
to consumer protection and to consumer protection and
product safety; product safety.
Article 2(5c)
v 125e Sc. This Regulation shall not 5d. This Regulation shall not v
apply to obligations of users who apply to obligations of users who
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Commission Proposal EP Mandate Council Mandate
are natural peirsons using Al are natural persons using AI
systems in the course of a purely systems in the course of a purely
personal non-professional personal non-professional
activity, except Article 52. activity, except Article 52.

Article 2(5c) new

Sc. This regulation shall not Se. "5c.This regulation shall not
preclude Member States or the preclude Member States or the
Union from maintaining or Union from maintaining or
introducing laws, regulations or introducing laws, regulations or
administrative provisions which administrative provisions which
are more favourable to workers in are more favourable to workers in

v 125f terms of protecting their rights in terms of protecting their rights in
respect of the use of Al systems respect of the use of high-risk AI
by employers, or to encourage or systems by employers, or to
allow the application of collective encourage or allow the
agreements which are more application of collective
favourable to workers. agreements which are more

favourable to workers.
Article 2(5d) new

3d. This Regulation shall not
apply to research, testing and
development activities regarding

B 125 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.
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Commission Proposal

EP Mandate

The testing in real world
conditions shall 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

Article 2(5e) new

Se. This Regulation shall not
apply to AI components provided
under free and open-source
licences except to the extent they
are placed on the market or put

5f. This Regulation shall not
apply to AI components provided
under firee and open-source
licences except to the extent they
are placed on the market or put

125h into service by a provider as part into service by a provider as part

of a high-risk Al system or of an of a high-risk Al system or of an
Al system that falls under Title 11 Al system that falls under Title 11
or 1V, This exemption shall not or 1V, [This exemption shall not
apply to foundation models as apply to foundation models as
defined in Art 3. defined in Art 3.]
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