
AM\1252636EN.docx PE730.041v01-00

EN United in diversity EN

European Parliament
2019-2024

Committee on Legal Affairs

2021/0106(COD)

24.3.2022

AMENDMENTS
528 - 746
Draft opinion
Axel Voss
(PE719.827v01-00)

Harmonised rules on Artificial Intelligence (Artificial Intelligence Act) and 
amending certain Union Legislative Acts

Proposal for a regulation
(COM(2021)0206 – C9-0146/2021 – 2021/0106(COD))



PE730.041v01-00 2/105 AM\1252636EN.docx

EN

AM_Com_LegOpinion



AM\1252636EN.docx 3/105 PE730.041v01-00

EN

Amendment 528
Emmanuel Maurel

Proposal for a regulation
Article 5 – paragraph 1 – point c h (new)

Text proposed by the Commission Amendment

(ch) AI systems intended to be used by 
law enforcement authorities for making 
individual risk assessments of natural 
persons in order to assess the risk of a 
natural person offending or reoffending 
or the risk for potential victims of 
criminal offences;

Or. fr

Amendment 529
Emmanuel Maurel

Proposal for a regulation
Article 5 – paragraph 1 – point c i (new)

Text proposed by the Commission Amendment

(ci) AI systems intended to be used by 
law enforcement authorities as 
polygraphs and similar tools or to detect 
the emotional state of a natural person;

Or. fr

Amendment 530
Emmanuel Maurel

Proposal for a regulation
Article 5 – paragraph 1 – point c j (new)

Text proposed by the Commission Amendment

(cj) AI systems intended to be used by 
law enforcement authorities for predicting 
the occurrence or reoccurrence of an 
actual or potential criminal offence based 
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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;

Or. fr

Amendment 531
Emmanuel Maurel

Proposal for a regulation
Article 5 – paragraph 1 – point c k (new)

Text proposed by the Commission Amendment

(ck) AI 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;

Or. fr

Amendment 532
Emmanuel Maurel

Proposal for a regulation
Article 5 – paragraph 1 – point c l (new)

Text proposed by the Commission Amendment

(cl) AI 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 status.

Or. fr
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Amendment 533
Karen Melchior, Svenja Hahn, Yana Toom

Proposal for a regulation
Article 5 – paragraph 1 – point d – introductory part

Text proposed by the Commission Amendment

(d) the use of ‘real-time’ remote 
biometric identification systems in publicly 
accessible spaces for the purpose of law 
enforcement, unless and in as far as such 
use is strictly necessary for one of the 
following objectives:

(d) the use of ‘real-time’ remote 
biometric identification systems in publicly 
accessible spaces for the purpose of law 
enforcement.

Or. en

Justification

Total ban on Biometric Mass surveillance

Amendment 534
Sergey Lagodinsky

Proposal for a regulation
Article 5 – paragraph 1 – point d – introductory part

Text proposed by the Commission Amendment

(d) the use of ‘real-time’ remote 
biometric identification systems in publicly 
accessible spaces for the purpose of law 
enforcement, unless and in as far as such 
use is strictly necessary for one of the 
following objectives:

(d) the use of remote biometric 
identification systems in publicly 
accessible spaces, including where a space 
is temporarily used to fulfil a public 
function

Or. en

Amendment 535
Karen Melchior, Svenja Hahn, Yana Toom

Proposal for a regulation
Article 5 – paragraph 1 – point d – point i

Text proposed by the Commission Amendment
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(i) the targeted search for specific 
potential victims of crime, including 
missing children;

deleted

Or. en

Justification

Total ban on Biometric Mass surveillance

Amendment 536
Sergey Lagodinsky

Proposal for a regulation
Article 5 – paragraph 1 – point d – point i

Text proposed by the Commission Amendment

(i) the targeted search for specific 
potential victims of crime, including 
missing children;

deleted

Or. en

Amendment 537
Kosma Złotowski

Proposal for a regulation
Article 5 – paragraph 1 – point d – point i

Text proposed by the Commission Amendment

(i) the targeted search for specific 
potential victims of crime, including 
missing children;

(i) the targeted search for specific 
potential victims of crime;

Or. en

Amendment 538
Sergey Lagodinsky

Proposal for a regulation
Article 5 – paragraph 1 – point d – point ii
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Text proposed by the Commission Amendment

(ii) the prevention of a specific, 
substantial and imminent threat to the life 
or physical safety of natural persons or of 
a terrorist attack;

deleted

Or. en

Amendment 539
Karen Melchior, Svenja Hahn, Yana Toom

Proposal for a regulation
Article 5 – paragraph 1 – point d – point ii

Text proposed by the Commission Amendment

(ii) the prevention of a specific, 
substantial and imminent threat to the life 
or physical safety of natural persons or of 
a terrorist attack;

deleted

Or. en

Justification

Total ban on Biometric Mass surveillance

Amendment 540
Emmanuel Maurel

Proposal for a regulation
Article 5 – paragraph 1 – point d – point iii

Text proposed by the Commission Amendment

(iii) the detection, localisation, 
identification or prosecution of a 
perpetrator or suspect of a criminal 
offence referred to in Article 2(2) of 
Council Framework Decision 
2002/584/JHA62 and punishable in the 
Member State concerned by a custodial 
sentence or a detention order for a 
maximum period of at least three years, as 

deleted
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determined by the law of that Member 
State.
_________________
62 Council Framework Decision 
2002/584/JHA of 13 June 2002 on the 
European arrest warrant and the 
surrender procedures between Member 
States (OJ L 190, 18.7.2002, p. 1).

Or. fr

Amendment 541
Kosma Złotowski

Proposal for a regulation
Article 5 – paragraph 1 – point d – point iii

Text proposed by the Commission Amendment

(iii) the detection, localisation, 
identification or prosecution of a 
perpetrator or suspect of a criminal 
offence referred to in Article 2(2) of 
Council Framework Decision 
2002/584/JHA62 and punishable in the 
Member State concerned by a custodial 
sentence or a detention order for a 
maximum period of at least three years, as 
determined by the law of that Member 
State.

deleted

_________________
62 Council Framework Decision 
2002/584/JHA of 13 June 2002 on the 
European arrest warrant and the 
surrender procedures between Member 
States (OJ L 190, 18.7.2002, p. 1).

Or. en

Amendment 542
Sergey Lagodinsky

Proposal for a regulation
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Article 5 – paragraph 1 – point d – point iii

Text proposed by the Commission Amendment

(iii) the detection, localisation, 
identification or prosecution of a 
perpetrator or suspect of a criminal 
offence referred to in Article 2(2) of 
Council Framework Decision 
2002/584/JHA62 and punishable in the 
Member State concerned by a custodial 
sentence or a detention order for a 
maximum period of at least three years, as 
determined by the law of that Member 
State.

deleted

_________________
62 Council Framework Decision 
2002/584/JHA of 13 June 2002 on the 
European arrest warrant and the 
surrender procedures between Member 
States (OJ L 190, 18.7.2002, p. 1).

Or. en

Amendment 543
Karen Melchior, Svenja Hahn, Yana Toom

Proposal for a regulation
Article 5 – paragraph 1 – point d – point iii

Text proposed by the Commission Amendment

(iii) the detection, localisation, 
identification or prosecution of a 
perpetrator or suspect of a criminal 
offence referred to in Article 2(2) of 
Council Framework Decision 
2002/584/JHA62 and punishable in the 
Member State concerned by a custodial 
sentence or a detention order for a 
maximum period of at least three years, as 
determined by the law of that Member 
State.

deleted

_________________
62 Council Framework Decision 
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2002/584/JHA of 13 June 2002 on the 
European arrest warrant and the 
surrender procedures between Member 
States (OJ L 190, 18.7.2002, p. 1).

Or. en

Justification

Total ban on Biometric Mass surveillance

Amendment 544
Kosma Złotowski

Proposal for a regulation
Article 5 – paragraph 1 – point d – point iii a (new)

Text proposed by the Commission Amendment

(iiia) searching for missing persons, 
especially those who are minors or have 
medical conditions that affect memory, 
communication, or independent decision-
making skills;

Or. en

Amendment 545
Sergey Lagodinsky

Proposal for a regulation
Article 5 – paragraph 1 – point d a (new)

Text proposed by the Commission Amendment

(da) the placing on the market, putting 
into service, or use of emotion recognition 
systems other than for the personal use of 
natural persons.

Or. en

Amendment 546
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Karen Melchior, Yana Toom

Proposal for a regulation
Article 5 – paragraph 1 – point d a (new)

Text proposed by the Commission Amendment

(da) practices listed in Annex IIIa;

Or. en

Justification

An additional annex has been created that will be modifiable through a delegated act. This 
allows the Commission to respond rapidly in the event of the development of an AI solution 
that poses an unacceptable risk to fundamental rights, and to ban such practices. Other 
banned practices remain in the main text as there is no prospect of the risk they pose 
becoming acceptable, hence the Commission should not be able to freely modify them.

Amendment 547
Karen Melchior, Yana Toom

Proposal for a regulation
Article 5 – paragraph 1 – point d b (new)

Text proposed by the Commission Amendment

(db) AI systems intended to be used for 
the purpose of determining access or 
assigning natural persons to educational 
and vocational training institutions;

Or. en

Justification

Moved from High-risk to banned practices. AI only repeats what we have, meaning it will 
exasperate existing inequalities. This is particularly problematic in an educational 
environment.

Amendment 548
Karen Melchior, Yana Toom

Proposal for a regulation
Article 5 – paragraph 1 – point d c (new)
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Text proposed by the Commission Amendment

(dc) AI 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;

Or. en

Justification

Moved from High-risk to banned practices. AI only repeats what we have, meaning it will 
exasperate existing inequalities. Cases of discrimination by AI recruitment systems, notably 
against women, have already resulted in them being discontinued in various companies in the 
United States.

Amendment 549
Karen Melchior, Yana Toom

Proposal for a regulation
Article 5 – paragraph 1 – point d d (new)

Text proposed by the Commission Amendment

(dd) AI 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 behaviour of 
persons in such relationships;

Or. en

Justification

Moved from High-risk to banned practices. AI only repeats what we have, meaning it will 
exasperate existing inequalities. Furthermore, this poses an unacceptable risk to workers’ 
rights. Decisions like this severely affect the lives of those concerned by them, and should only 
be taken by a Human being.

Amendment 550
Karen Melchior, Yana Toom

Proposal for a regulation
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Article 5 – paragraph 1 – point d e (new)

Text proposed by the Commission Amendment

(de) AI 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;

Or. en

Justification

Moved from High-risk to banned practices. AI only repeats what we have, meaning it will 
exasperate existing inequalities. When it comes to public assistance benefits and services, this 
could be the difference between a family eating and going hungry. Such decisions should not 
be taken by Artificial Intelligence.

Amendment 551
Karen Melchior, Yana Toom

Proposal for a regulation
Article 5 – paragraph 1 – point d f (new)

Text proposed by the Commission Amendment

(df) AI systems intended to be used by 
law enforcement authorities for making 
individual risk assessments of natural 
persons in order to assess the risk of a 
natural person for offending or 
reoffending or the risk for potential 
victims of criminal offences;

Or. en

Justification

Moved from High-risk to banned practices. AI only repeats what we have, meaning it will 
exasperate existing inequalities. This technology has already been deployed in the United 
States, and has been found to incorrectly report higher chances of re-offence for people of 
colour. Not only does such technology risk exasperating inequality, but it is also 
unexplainable, meaning citizens could spend years more in prison for no reason.
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Amendment 552
Karen Melchior, Yana Toom

Proposal for a regulation
Article 5 – paragraph 1 – point d g (new)

Text proposed by the Commission Amendment

(dg) AI systems intended to be used by 
law enforcement authorities as 
polygraphs and similar tools or to detect 
the emotional state of a natural person;

Or. en

Justification

Moved from High-risk to banned practices. Current AI-based systems to establish if a person 
is lying, or their emotional state, are strongly disputed as being pseudo-scientific, and pose 
an extreme threat to fundamental rights. Suspects could be incorrectly condemned on the 
basis of such flawed technologies.

Amendment 553
Karen Melchior, Yana Toom

Proposal for a regulation
Article 5 – paragraph 1 – point d h (new)

Text proposed by the Commission Amendment

(dh) AI 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;

Or. en

Justification

Moved from High-risk to banned practices. AI only repeats what we have, meaning it will 
exasperate existing inequalities. This is particularly problematic in an educational 
environment. This technology has already been deployed in the United States, and has been 
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found to incorrectly report higher chances of re-offence for people of colour. Not only does 
such technology risk exasperating inequality, but it is also unexplainable, meaning citizens 
could spend years more in prison for no reason.

Amendment 554
Karen Melchior, Yana Toom

Proposal for a regulation
Article 5 – paragraph 1 – point d i (new)

Text proposed by the Commission Amendment

(di) AI systems intended to be used by 
law enforcement authorities for profiling 
of natural persons as referred to in Article 
3(4) of Directive (EU) 2016/680 in the 
course of detection, investigation or 
prosecution of criminal offences;

Or. en

Justification

Moved from High-risk to banned practices. These technologies are unexplainable and pose an 
extreme threat to fundamental rights. Suspects could be incorrectly condemned on the basis of 
such flawed technologies.

Amendment 555
Karen Melchior, Yana Toom

Proposal for a regulation
Article 5 – paragraph 1 – point d j (new)

Text proposed by the Commission Amendment

(dj) AI 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 status.

Or. en
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Justification

Moved from High-risk to banned practices. AI only repeats what we have, meaning it will 
exasperate existing inequalities. Decisions concerning the life and wellbeing of individuals, 
including the protection of their fundamental rights must be made in a manner that is entirely 
explainable. This is not possible with AI based solutions

Amendment 556
Karen Melchior, Yana Toom

Proposal for a regulation
Article 5 – paragraph 1 – point d k (new)

Text proposed by the Commission Amendment

(dk) AI 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;

Or. en

Justification

Moved from High-risk to banned practices. AI only repeats what we have, meaning it will 
exasperate existing inequalities. Decisions concerning the life and wellbeing of individuals, 
including the protection of their fundamental rights must be made in a manner that is entirely 
explainable. This is not possible with AI based solutions

Amendment 557
Sergey Lagodinsky

Proposal for a regulation
Article 5 – paragraph 1 a (new)

Text proposed by the Commission Amendment

1a. Unless with the free, informed, 
and withdrawable consent of the natural 
persons involved, the collection or 
generation of data used in AI systems 
throughout their lifecycle, including 
training, validation and testing shall be 
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prohibited when serving the practices 
listed in paragraph 1 of this Article.

Or. en

Amendment 558
Ibán García Del Blanco, Tiemo Wölken, René Repasi, Maria-Manuel Leitão-Marques

Proposal for a regulation
Article 5 – paragraph 1 a (new)

Text proposed by the Commission Amendment

1a. The prohibitions under this Article 
are without prejudice to other prohibitions 
that may apply where an artificial 
intelligence practice violates Union and 
national laws, including data protection 
law, non-discrimination law, consumer 
protection law, and competition law.

Or. en

Amendment 559
Sergey Lagodinsky

Proposal for a regulation
Article 5 – paragraph 2

Text proposed by the Commission Amendment

2. The use of ‘real-time’ remote 
biometric identification systems in 
publicly accessible spaces for the purpose 
of law enforcement for any of the 
objectives referred to in paragraph 1 point 
d) shall take into account the following 
elements:

deleted

(a) the nature of the situation giving 
rise to the possible use, in particular the 
seriousness, probability and scale of the 
harm caused in the absence of the use of 
the system;
(b) the consequences of the use of the 
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system for the rights and freedoms of all 
persons concerned, in particular the 
seriousness, probability and scale of those 
consequences.
In addition, the use of ‘real-time’ remote 
biometric identification systems in 
publicly accessible spaces for the purpose 
of law enforcement for any of the 
objectives referred to in paragraph 1 point 
d) shall comply with necessary and 
proportionate safeguards and conditions 
in relation to the use, in particular as 
regards the temporal, geographic and 
personal limitations.

Or. en

Amendment 560
Emmanuel Maurel

Proposal for a regulation
Article 5 – paragraph 2 – subparagraph 1

Text proposed by the Commission Amendment

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

In addition, the use of ‘real-time’ remote 
biometric identification systems in publicly 
accessible spaces for the purpose of law 
enforcement for any of the objectives 
referred to in paragraph 1 point d) shall 
comply with necessary and proportionate 
safeguards and conditions in relation to the 
use, in particular as regards the temporal, 
geographic and personal limitations. This 
use shall be strictly proportionate and 
shall not result in any unjustified 
infringement of the protection of privacy 
and the fundamental rights protected by 
Union law.

Or. fr

Amendment 561
Emmanuel Maurel
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Proposal for a regulation
Article 5 – paragraph 2 – subparagraph 1 a (new)

Text proposed by the Commission Amendment

The use of reference databases used by 
the authorities as part of ‘real-time’ 
remote biometric identification systems in 
publicly accessible spaces shall be strictly 
limited and proportionate to the objective 
of the search. Those databases must 
respect the principle of data minimisation, 
as provided for in Regulation (EU) 
2016/679. Databases containing a large 
volume of data without any distinction in 
terms of relevance to the objective are 
strictly prohibited. Large-scale use of data 
available publicly to establish huge 
databases is strictly prohibited. The 
authorities shall refrain from using 
reference databases that would infringe 
fundamental rights, especially the right to 
privacy.

Or. fr

Amendment 562
Emmanuel Maurel

Proposal for a regulation
Article 5 – paragraph 2 – subparagraph 1 b (new)

Text proposed by the Commission Amendment

The use of ‘real-time’ remote biometric 
identification systems in publicly 
accessible spaces for the purpose of law 
enforcement for any of the objectives 
referred to in paragraph 1, point d) shall 
under no circumstances infringe the 
freedom of assembly and association or 
political pluralism. This use cannot be 
used to identify individuals when 
exercising their rights.

Or. fr
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Amendment 563
Sergey Lagodinsky

Proposal for a regulation
Article 5 – paragraph 3

Text proposed by the Commission Amendment

3. As regards paragraphs 1, point (d) 
and 2, each individual use for the purpose 
of law enforcement of a ‘real-time’ 
remote biometric identification system in 
publicly accessible spaces shall be subject 
to a prior authorisation granted by a 
judicial authority or by an independent 
administrative authority of the Member 
State in which the use is to take place, 
issued upon a reasoned request and in 
accordance with the detailed rules of 
national law referred to in paragraph 4. 
However, in a duly justified situation of 
urgency, the use of the system may be 
commenced without an authorisation and 
the authorisation may be requested only 
during or after the use.

deleted

The competent judicial or administrative 
authority shall only grant the 
authorisation where it is satisfied, based 
on objective evidence or clear indications 
presented to it, that the use of the ‘real-
time’ remote biometric identification 
system at issue is necessary for and 
proportionate to achieving one of the 
objectives specified in paragraph 1, point 
(d), as identified in the request. In 
deciding on the request, the competent 
judicial or administrative authority shall 
take into account the elements referred to 
in paragraph 2.

Or. en

Amendment 564
Emmanuel Maurel
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Proposal for a regulation
Article 5 – paragraph 3 – introductory part

Text proposed by the Commission Amendment

3. As regards paragraphs 1, point (d) 
and 2, each individual use for the purpose 
of law enforcement of a ‘real-time’ remote 
biometric identification system in publicly 
accessible spaces shall be subject to a prior 
authorisation granted by a judicial 
authority or by an independent 
administrative authority of the Member 
State in which the use is to take place, 
issued upon a reasoned request and in 
accordance with the detailed rules of 
national law referred to in paragraph 4. 
However, in a duly justified situation of 
urgency, the use of the system may be 
commenced without an authorisation and 
the authorisation may be requested only 
during or after the use.

3. As regards paragraphs 1, point (d) 
and 2, each individual use for the purpose 
of law enforcement of a ‘real-time’ remote 
biometric identification system in publicly 
accessible spaces shall be subject to a prior 
authorisation granted by a judicial 
authority or by an independent 
administrative authority of the Member 
State in which the use is to take place, 
issued upon a reasoned request and in 
accordance with the detailed rules of 
national law referred to in paragraph 4. 
However, in a duly justified situation of 
urgency, the use of the system may be 
commenced without an authorisation and 
the authorisation may be requested only 
during or after the use. Such situations 
must continue to be exceptions. Existing 
national law must be duly applied in these 
exceptional cases in order to guarantee 
respect for fundamental rights and 
freedoms. Where prior authorisation was 
not granted, the national competent 
authorities shall subsequently assess 
whether use of a ‘real-time’ biometric 
identification system in publicly accessible 
spaces was justified.

Or. fr

Amendment 565
Emmanuel Maurel

Proposal for a regulation
Article 5 – paragraph 3 – introductory part

Text proposed by the Commission Amendment

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

3. As regards paragraphs 1, point (d) 
and 2, each individual use for the purpose 
of law enforcement of a ‘real-time’ remote 
biometric identification system in publicly 
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accessible spaces shall be subject to a prior 
authorisation granted by a judicial 
authority or by an independent 
administrative authority of the Member 
State in which the use is to take place, 
issued upon a reasoned request and in 
accordance with the detailed rules of 
national law referred to in paragraph 4. 
However, in a duly justified situation of 
urgency, the use of the system may be 
commenced without an authorisation and 
the authorisation may be requested only 
during or after the use.

accessible spaces shall be subject to a prior 
authorisation granted by a judicial 
authority or by an independent 
administrative authority of the Member 
State in which the use is to take place, 
issued upon a reasoned request and in 
accordance with the detailed rules of 
national law referred to in paragraph 4. 
However, in a duly justified situation of 
urgency, the strictly proportionate use of 
the system may be commenced without an 
authorisation and the authorisation may be 
requested only during or after the use.

Or. fr

Amendment 566
Sergey Lagodinsky

Proposal for a regulation
Article 5 – paragraph 4

Text proposed by the Commission Amendment

4. A Member State may decide to 
provide for the possibility to fully or 
partially authorise the use of ‘real-time’ 
remote biometric identification systems in 
publicly accessible spaces for the purpose 
of law enforcement within the limits and 
under the conditions listed in paragraphs 
1, point (d), 2 and 3. That Member State 
shall lay down in its national law the 
necessary detailed rules for the request, 
issuance and exercise of, as well as 
supervision relating to, the authorisations 
referred to in paragraph 3. Those rules 
shall also specify in respect of which of 
the objectives listed in paragraph 1, point 
(d), including which of the criminal 
offences referred to in point (iii) thereof, 
the competent authorities may be 
authorised to use those systems for the 
purpose of law enforcement.

deleted

Or. en
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Amendment 567
Emmanuel Maurel

Proposal for a regulation
Article 5 – paragraph 4

Text proposed by the Commission Amendment

4. A Member State may decide to 
provide for the possibility to fully or 
partially authorise the use of ‘real-time’ 
remote biometric identification systems in 
publicly accessible spaces for the purpose 
of law enforcement within the limits and 
under the conditions listed in paragraphs 1, 
point (d), 2 and 3. That Member State shall 
lay down in its national law the necessary 
detailed rules for the request, issuance and 
exercise of, as well as supervision relating 
to, the authorisations referred to in 
paragraph 3. Those rules shall also specify 
in respect of which of the objectives listed 
in paragraph 1, point (d), including which 
of the criminal offences referred to in point 
(iii) thereof, the competent authorities may 
be authorised to use those systems for the 
purpose of law enforcement.

4. A Member State may decide to 
provide for the possibility to fully or 
partially authorise the use of ‘real-time’ 
remote biometric identification systems in 
publicly accessible spaces for the purpose 
of law enforcement within the limits and 
under the conditions listed in paragraphs 1, 
point (d), 2 and 3. That Member State shall 
lay down in its national law the necessary 
detailed rules for the request, issuance and 
exercise of, as well as supervision relating 
to, the authorisations referred to in 
paragraph 3. Those rules shall also specify 
in respect of which of the objectives listed 
in paragraph 1, point (d), including which 
of the criminal offences referred to in point 
(iii) thereof, the competent authorities may 
be authorised to use those systems for the 
purpose of law enforcement. The Member 
States shall put in place the safeguards 
needed to ensure respect for fundamental 
rights.

Or. fr

Amendment 568
Karen Melchior, Yana Toom

Proposal for a regulation
Article 5 a (new)

Text proposed by the Commission Amendment

Article 5a
Amendments to Annex IIIa

1. The Commission is empowered to 
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adopt delegated acts in accordance with 
Article 73 to update the list in Annex IIIa 
by adding prohibited AI practices where 
such practices pose an unacceptable risk 
to fundamental rights.
2. When assessing for the purposes 
of paragraph 1 whether an AI system 
poses an unacceptable risk to 
fundamental rights, the Commission shall 
take into account the following criteria:
(a) the intended purpose of the AI 
system;
(b) the extent to which an AI system 
has been used or is likely to be used;
(c) the extent to which the use of an 
AI system has already had an adverse 
impact on the fundamental rights or has 
given rise to significant concerns in 
relation to the materialisation of such an 
impact, as demonstrated by reports or 
documented allegations submitted to 
national competent authorities;
(d) the potential extent of such 
adverse impact, in particular in terms of 
its intensity and its ability to affect a 
plurality of persons;
(e) the extent to which potentially 
adversely impacted persons are dependent 
on the outcome produced with an AI 
system, in particular because for practical 
or legal reasons it is not reasonably 
possible to opt-out from that outcome;
(f) the extent to which potentially 
adversely impacted persons are in a 
vulnerable position in relation to the user 
of an AI system, in particular due to an 
imbalance of power, knowledge, economic 
or social circumstances, or age;
(g) the extent to which the outcome 
produced with an AI system is easily 
reversible, whereby outcomes having an 
impact on the health or safety of persons 
shall not be considered as easily reversible

Or. en
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Justification

This amendment gives the Commission the possibility to amend by way of delegated act the 
annex listing additional banned practices. This future-proofs the legislation.

Amendment 569
Sergey Lagodinsky

Proposal for a regulation
Article 6 – paragraph -1 (new)

Text proposed by the Commission Amendment

-1. The risk classification of an AI 
system shall be commensurate with the 
level of the risk to freedoms and 
fundamental rights of persons, as well as 
societal and environmental impacts, 
associated with its development and use, 
in terms of the probability and impact of 
an incident.

Or. en

Amendment 570
Kosma Złotowski

Proposal for a regulation
Article 6 – paragraph 1 – point a

Text proposed by the Commission Amendment

(a) the AI system is intended to be used 
as a safety component of a product, or is 
itself a product, covered by the Union 
harmonisation legislation listed in Annex 
II;

(a) the AI system is intended to be used 
as main safety component of a product, or 
is itself a product, covered by the Union 
harmonisation legislation listed in Annex 
II;

Or. en

Amendment 571
Sergey Lagodinsky

Proposal for a regulation



PE730.041v01-00 26/105 AM\1252636EN.docx

EN

Article 6 – paragraph 1 – point b

Text proposed by the Commission Amendment

(b) the product whose safety 
component is the AI system, or the AI 
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.

(b) the product whose safety 
component is the AI system, or the AI 
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, or where the uses of safety component 
is the AI system, or the AI system itself as 
a product lack sufficient clarity or are 
undetermined.

Or. en

Amendment 572
Sergey Lagodinsky

Proposal for a regulation
Article 6 – paragraph 1 – point b a (new)

Text proposed by the Commission Amendment

(ba) If, in the course of the assessment 
prescribed by Article 6b of this 
Regulation, the AI system or its operation 
is found to result in a high risk to the 
rights and freedoms of natural persons.

Or. en

Amendment 573
Ibán García Del Blanco, Tiemo Wölken, René Repasi, Maria-Manuel Leitão-Marques

Proposal for a regulation
Article 6 – paragraph 2

Text proposed by the Commission Amendment

2. In addition to the high-risk AI 
systems referred to in paragraph 1, AI 

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

systems referred to in Annex III shall also 
be considered high-risk due to their risk to 
cause harm to health, safety, the 
environment, fundamental rights or to 
democracy and the rule of law.

Or. en

Amendment 574
Emmanuel Maurel

Proposal for a regulation
Article 6 – paragraph 2 a (new)

Text proposed by the Commission Amendment

(2a) In addition to the high-risk AI 
systems referred to in paragraphs 1 and 2, 
AI systems shall be considered high-risk if 
the final beneficiaries total more than 
20 million citizens across the EU or 50% 
of the population of a given Member 
State, or whose users have more than 
20 million customers or beneficiaries in 
the EU who are affected by the system.

Or. fr

Amendment 575
Kosma Złotowski

Proposal for a regulation
Article 6 – paragraph 2 a (new)

Text proposed by the Commission Amendment

2a. The classification as high-risk as a 
consequence of Article 6(1) and 6(2) shall 
be disregarded for AI systems whose 
intended purpose demonstrates that the 
generated output is a recommendation 
requiring a human intervention to convert 
this recommendation into a decision and 
for AI systems, which do not lead to 
autonomous decisions or actions of the 
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overall system.

Or. en

Amendment 576
Ibán García Del Blanco, Tiemo Wölken, René Repasi, Maria-Manuel Leitão-Marques

Proposal for a regulation
Article 6 a (new)

Text proposed by the Commission Amendment

Article 6a
Preliminary risk self-assessment

1. Deployers shall be required to 
carry out a preliminary self-assessment in 
order to assess whether their AI systems 
fall under the scope of Article 5 or Article 
6.
2. In the assessment referred to in 
paragraph 1, deployers shall include the 
following elements:
(a) description of the AI system, 
including its purpose, and of the persons 
or groups of purposes it may impact, as 
well as of the degree of human agency 
and oversight over its outcomes;
(b) an analysis of the social and 
economic risks and benefits of the use of 
the AI system with regard to its purpose, 
as well as of the existing safeguards 
concerning the distribution of benefits 
and costs associated with its use;
(c) an assessment of any potential 
material or immaterial risks of harm, 
including likelihood and severity, to 
health, safety, the environment, 
fundamental rights and to democracy and 
rule of law, this assessment shall include:
(i) existing studies or reports 
published by national competent 
authorities about previous evaluations;
(ii) whether and to what extent the 
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persons or groups of persons affected by 
the AI system are dependent on its 
outcome and could opt-out from it;
(iii) whether and to what extent the 
outcome produced by the AI system is 
reversible;
(iv) whether and to what extent the 
persons or group of persons affected by 
the AI system are in a vulnerable position 
in relation to its deployer, including due 
to an imbalance of power, knowledge, 
economic or social circumstances, gender, 
age, etc.
(v) whether and to what extent any 
misuse of the AI system could have a 
negative impact on persons, group of 
persons and society at large;
(d) the measures taken to address and 
mitigate identified risks.3.
3. The European Agency for Data 
and AI shall provide guidelines for self-
assessments according to paragraph 3, as 
well outline best practices in order to 
serve as additional support to comply with 
this Article. National competent 
authorities shall also provide direct 
consultation for deployers in this regard.
4. Deployers shall keep a detailed 
record, including all relevant 
documentation, of the preliminary self-
assessment at the disposal of the national 
competent authorities during the lifecycle 
of the AI system.
5. Should the self-assessment 
conclude that an AI system does not 
comply with this Regulation, the deployer 
shall immediately take any necessary 
measures to ensure compliance with the 
Regulation.
6. For the purposes of carrying out 
the trustworthy AI technology assessment 
foreseen in paragraph 6 to Article 4a, 
deployers may, in addition to their codes 
of conduct, use the assessment and 
documentation required in the Article to 
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carry out that assessment.

Or. en

Amendment 577
Sergey Lagodinsky

Proposal for a regulation
Article 6 a (new)

Text proposed by the Commission Amendment

Article 6a
Preliminary self-assessment

1. Before the conformity assessment 
procedure foreseen in Articles 43 for 
high-risk AI systems and 51a for other 
than high-risk AI systems, the provider of 
the AI system shall carry out a 
preliminary self-assessment to assess 
whether:
(a) the intended purpose, reasonably 
foreseeable misuse or potential use of 
their AI system would constitute a 
prohibited practice under Articles 5;
(b) the intended purpose, potential use 
or reasonably foreseeable misuse of the 
AI system could have a negative impact 
on fundamental rights and freedoms, as 
contemplated in Article 6;
(c) the AI system is classified as 
‘high-risk AI system’ as contemplated in 
Article 6;
2. The provider of the AI system shall 
keep a detailed record, including all 
relevant documentation, of that self-
assessment at the disposal of the national 
competent authorities during the lifespan 
of the concerned AI system.
3. Where the preliminary self-
assessment yields non-compliance of the 
AI system with this Regulation, in 
particular due to a breach of Article 5, the 
provider shall, without delay, take 
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measures to ensure compliance of the 
concerned AI system with this Regulation.

Or. en

Amendment 578
Gunnar Beck, Gilles Lebreton

Proposal for a regulation
Article 7 – title

Text proposed by the Commission Amendment

7 Amendments to Annex III 7 Review clause regarding Annex III

Or. en

Amendment 579
Ibán García Del Blanco, Tiemo Wölken, René Repasi, Maria-Manuel Leitão-Marques

Proposal for a regulation
Article 7 – paragraph 1 – introductory part

Text proposed by the Commission Amendment

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 AI systems where both of 
the following conditions are fulfilled:

1. The Commission is empowered to 
adopt delegated acts in accordance with 
Article 73, after ensuring adequate 
consultation with relevant stakeholders 
and the European Agency for Data and 
AI, to update the list in Annex III by 
adding high-risk AI systems where both of 
the following conditions are fulfilled:

Or. en

Amendment 580
Daniel Buda

Proposal for a regulation
Article 7 – paragraph 1 – introductory part
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Text proposed by the Commission Amendment

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 AI systems where both of 
the following conditions are fulfilled:

1. The Commission is empowered to 
adopt delegated acts in accordance with 
Article 73, after consulting stakeholders 
and carrying out an impact study, to 
update the list in Annex III by adding high-
risk AI systems where both of the 
following conditions are fulfilled:

Or. ro

Amendment 581
Gunnar Beck, Gilles Lebreton

Proposal for a regulation
Article 7 – paragraph 1 – introductory part

Text proposed by the Commission Amendment

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 AI systems where both 
of the following conditions are fulfilled:

1. The list of high-risk AI systems 
listed in Annex III is reviewed every three 
years, according to the normal legislative 
procedure, in order to guarantee full 
democratic oversight, where both of the 
following conditions are fulfilled:

Or. en

Amendment 582
Karen Melchior, Yana Toom

Proposal for a regulation
Article 7 – paragraph 1 – introductory part

Text proposed by the Commission Amendment

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 AI systems where both of 
the following conditions are fulfilled:

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 AI systems where the 
following conditions are fulfilled:

Or. en
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Justification

In the original text, the Commission is only given the possibility to add High-risk AI 
applications to the existing categories in Annex III, this limits their ability to react to new 
technological developments. This amendment gives the Commission the ability to add new 
high-risk AI systems outside of the existing categories

Amendment 583
Karen Melchior, Yana Toom

Proposal for a regulation
Article 7 – paragraph 1 – point a

Text proposed by the Commission Amendment

(a) the AI systems are intended to be 
used in any of the areas listed in points 1 
to 8 of Annex III;

deleted

Or. en

Justification

In the original text, the Commission is only given the possibility to add High-risk AI 
applications to the existing categories in Annex III, this limits their ability to react to new 
technological developments. This amendment gives the Commission the ability to add new 
high-risk AI systems outside of the existing categories

Amendment 584
Ibán García Del Blanco, Tiemo Wölken, René Repasi

Proposal for a regulation
Article 7 – paragraph 1 – point a

Text proposed by the Commission Amendment

(a) the AI systems are intended to be 
used in any of the areas listed in points 1 to 
8 of Annex III;

(a) the AI systems are used in any of 
the areas listed on Annex III

Or. en

Amendment 585
Ibán García Del Blanco, Tiemo Wölken, René Repasi, Maria-Manuel Leitão-Marques
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Proposal for a regulation
Article 7 – paragraph 1 – point b

Text proposed by the Commission Amendment

(b) the AI systems pose a risk of harm 
to the health and safety, or a risk of adverse 
impact on fundamental rights, that is, in 
respect of its severity and probability of 
occurrence, equivalent to or greater than 
the risk of harm or of adverse impact posed 
by the high-risk AI systems already 
referred to in Annex III.

(b) the AI systems pose a risk of harm 
to the environment, health and safety, or a 
risk of adverse impact on fundamental 
rights, democracy and the rule of law, that 
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 AI systems already 
referred to in Annex III.

Or. en

Amendment 586
Kosma Złotowski

Proposal for a regulation
Article 7 – paragraph 1 – point b

Text proposed by the Commission Amendment

(b) the AI systems pose a risk of harm 
to the health and safety, or a risk of adverse 
impact on fundamental rights, that is, in 
respect of its severity and probability of 
occurrence, equivalent to or greater than 
the risk of harm or of adverse impact posed 
by the high-risk AI systems already 
referred to in Annex III.

(b) the AI systems pose a risk of harm 
to the health, natural environment and 
safety, or a risk of adverse impact on 
fundamental rights, that 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 AI systems already referred to in 
Annex III.

Or. en

Amendment 587
Emmanuel Maurel

Proposal for a regulation
Article 7 – paragraph 1 – point b
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Text proposed by the Commission Amendment

(b) the AI systems pose a risk of harm 
to the health and safety, or a risk of 
adverse impact on fundamental rights, that 
is, in respect of its severity and probability 
of occurrence, equivalent to or greater than 
the risk of harm or of adverse impact posed 
by the high-risk AI systems already 
referred to in Annex III.

(b) the AI systems pose a risk of harm 
to health and safety, an economic risk or a 
risk of adverse impact on fundamental 
rights, that 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 AI systems 
already referred to in Annex III.

Or. fr

Amendment 588
Ibán García Del Blanco, Tiemo Wölken, René Repasi, Maria-Manuel Leitão-Marques

Proposal for a regulation
Article 7 – paragraph 2 – introductory part

Text proposed by the Commission Amendment

2. When assessing for the purposes of 
paragraph 1 whether an AI system poses a 
risk of harm to the health and safety or a 
risk of adverse impact on fundamental 
rights that is equivalent to or greater than 
the risk of harm posed by the high-risk AI 
systems already referred to in Annex III, 
the Commission shall take into account the 
following criteria:

2. When assessing for the purposes of 
paragraph 1 whether an AI system poses a 
risk of harm to the environment, health 
and safety or a risk of adverse impact on 
fundamental rights or democracy and rule 
of law, that is equivalent to or greater than 
the risk of harm posed by the high-risk AI 
systems already referred to in Annex III, 
the Commission shall take into account the 
following criteria:

Or. en

Amendment 589
Kosma Złotowski

Proposal for a regulation
Article 7 – paragraph 2 – introductory part

Text proposed by the Commission Amendment

2. When assessing for the purposes of 
paragraph 1 whether an AI system poses a 
risk of harm to the health and safety or a 

2. When assessing for the purposes of 
paragraph 1 whether an AI system poses a 
risk of harm to the health, natural 
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risk of adverse impact on fundamental 
rights that is equivalent to or greater than 
the risk of harm posed by the high-risk AI 
systems already referred to in Annex III, 
the Commission shall take into account the 
following criteria:

environment and safety or a risk of adverse 
impact on fundamental rights that is 
equivalent to or greater than the risk of 
harm posed by the high-risk AI systems 
already referred to in Annex III, the 
Commission shall take into account the 
following criteria:

Or. en

Amendment 590
Gunnar Beck, Gilles Lebreton

Proposal for a regulation
Article 7 – paragraph 2 – introductory part

Text proposed by the Commission Amendment

2. When assessing for the purposes of 
paragraph 1 whether an AI system poses a 
risk of harm to the health and safety or a 
risk of adverse impact on fundamental 
rights that is equivalent to or greater than 
the risk of harm posed by the high-risk AI 
systems already referred to in Annex III, 
the Commission shall take into account 
the following criteria:

2. When assessing for the purposes of 
paragraph 1 whether an AI system poses a 
risk of harm to the health and safety or a 
risk of adverse impact on fundamental 
rights that is equivalent to or greater than 
the risk of harm posed by the high-risk AI 
systems already referred to in Annex III, 
the following criteria shall be taken into 
account:

Or. en

Amendment 591
Ibán García Del Blanco, Tiemo Wölken, René Repasi

Proposal for a regulation
Article 7 – paragraph 2 – point a

Text proposed by the Commission Amendment

(a) the intended purpose of the AI 
system;

(a) the purpose of the AI system;

Or. en
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Amendment 592
Ibán García Del Blanco, Tiemo Wölken, René Repasi, Maria-Manuel Leitão-Marques

Proposal for a regulation
Article 7 – paragraph 2 – point c

Text proposed by the Commission Amendment

(c) the extent to which the use of an AI 
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 AI 
system has already caused harm to the 
environment, health and safety or adverse 
impact on the fundamental rights or 
democracy and rule of law 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;

Or. en

Amendment 593
Kosma Złotowski

Proposal for a regulation
Article 7 – paragraph 2 – point c

Text proposed by the Commission Amendment

(c) the extent to which the use of an AI 
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 AI 
system has already caused harm to the 
health, natural environment 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;

Or. en

Amendment 594
Emmanuel Maurel
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Proposal for a regulation
Article 7 – paragraph 2 – point c

Text proposed by the Commission Amendment

(c) the extent to which the use of an AI 
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 AI 
system has already caused harm to health, 
safety and the environment 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;

Or. fr

Amendment 595
Emmanuel Maurel

Proposal for a regulation
Article 7 – paragraph 2 – point h – point i

Text proposed by the Commission Amendment

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

(i) effective measures of redress in 
relation to the risks posed by an AI system, 
including claims for material or non-
material damages;

Or. fr

Amendment 596
Gunnar Beck, Gilles Lebreton

Proposal for a regulation
Article 7 – paragraph 2 – point h a (new)

Text proposed by the Commission Amendment

(ha) The share of public funding the 
development of the AI systems receives 
from third-country investors of public 
authorities.
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Or. en

Justification

The evolution of foreign (direct) investment in European and third-country AI systems should 
be adequately scrutinized. Foreign investment by hostile or potentially hostile third countries 
should be able to lead to banning the use of such AI systems on the EU internal market.

Amendment 597
Emmanuel Maurel

Proposal for a regulation
Article 7 – paragraph 2 – point h a (new)

Text proposed by the Commission Amendment

(ha) the general capabilities and the 
functionalities of the AI system 
independent of its intended purpose;

Or. fr

Amendment 598
Emmanuel Maurel

Proposal for a regulation
Article 7 – paragraph 2 – point h b (new)

Text proposed by the Commission Amendment

(hb) the extent of the availability and 
use of proven technical solutions and 
mechanisms for the monitoring, reliability 
and ‘correctability’ of the AI system;

Or. fr

Amendment 599
Emmanuel Maurel

Proposal for a regulation
Article 7 – paragraph 2 – point h c (new)
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Text proposed by the Commission Amendment

(hc) the potential for misuse and 
malicious use of the AI system and the 
technology underpinning it;

Or. fr

Amendment 600
Sergey Lagodinsky

Proposal for a regulation
Article 7 – paragraph 2 a (new)

Text proposed by the Commission Amendment

2a. The assessment referred to in 
paragraph 2 shall be conducted by the 
Commission without undue delay and 
under the consultation conditions laid 
down in this regulation, notably in Article 
73.

Or. en

Amendment 601
Sergey Lagodinsky

Proposal for a regulation
Article 8 – paragraph 2

Text proposed by the Commission Amendment

2. The intended purpose of the high-
risk AI system and the risk management 
system referred to in Article 9 shall be 
taken into account when ensuring 
compliance with those requirements.

2. The intended purpose and 
reasonably foreseeable misuse of the high-
risk AI system and the risk management 
system referred to in Article 9 shall be 
taken into account when ensuring 
compliance with those requirements.

Or. en

Amendment 602
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Ibán García Del Blanco, Tiemo Wölken, René Repasi, Maria-Manuel Leitão-Marques

Proposal for a regulation
Article 9 – paragraph 2 – introductory part

Text proposed by the Commission Amendment

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

2. The risk management system shall 
consist of a continuous iterative process 
run throughout the entire lifecycle of a 
high-risk AI system, requiring regular 
systematic updating, and in any event 
when the high-risk AI system is subject to 
significant changes in its design or 
purpose. It shall comprise the following 
steps:

Or. en

Amendment 603
Sergey Lagodinsky

Proposal for a regulation
Article 9 – paragraph 2 – introductory part

Text proposed by the Commission Amendment

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

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

Or. en

Amendment 604
Sergey Lagodinsky

Proposal for a regulation
Article 9 – paragraph 2 – point d

Text proposed by the Commission Amendment

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

measures in accordance with the provisions 
of the following paragraphs.

Or. en

Amendment 605
Ibán García Del Blanco, Tiemo Wölken, René Repasi, Maria-Manuel Leitão-Marques

Proposal for a regulation
Article 9 – paragraph 2 – point d a (new)

Text proposed by the Commission Amendment

(da) drawing up of the mandatory 
Codes of Conduct referred to in Article 69 
taking into account the ethical principles 
laid down in new Article 4a.

Or. en

Amendment 606
Kosma Złotowski

Proposal for a regulation
Article 9 – paragraph 4 – introductory part

Text proposed by the Commission Amendment

4. The risk management measures 
referred to in paragraph 2, point (d) shall 
be such that any residual risk associated 
with each hazard as well as the overall 
residual risk of the high-risk AI systems is 
judged acceptable, provided that the high-
risk AI system is used in accordance with 
its intended purpose or under conditions of 
reasonably foreseeable misuse. Those 
residual risks shall be communicated to the 
user.

4. The risk management measures 
referred to in paragraph 2, point (d) shall 
be such that any residual risk associated 
with each hazard as well as the overall 
residual risk of the high-risk AI systems is 
judged acceptable, provided that the high-
risk AI system is used in accordance with 
its intended purpose or under conditions of 
reasonably foreseeable misuse, subject to 
terms, conditions as made available by the 
provider, and contractual and license 
restrictions. Those residual risks shall be 
communicated to the user.

Or. en
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Amendment 607
Sergey Lagodinsky

Proposal for a regulation
Article 9 – paragraph 4 – introductory part

Text proposed by the Commission Amendment

4. The risk management measures 
referred to in paragraph 2, point (d) shall 
be such that any residual risk associated 
with each hazard as well as the overall 
residual risk of the high-risk AI systems is 
judged acceptable, provided that the high-
risk AI system is used in accordance with 
its intended purpose or under conditions of 
reasonably foreseeable misuse. Those 
residual risks shall be communicated to the 
user.

4. The risk management measures 
referred to in paragraph 2, point (d) shall 
be such that any residual risk associated 
with each hazard as well as the overall 
residual risk of the high-risk AI systems is 
judged acceptable, provided that the high-
risk AI system is used in accordance with 
its intended purpose or under conditions of 
reasonably foreseeable misuse. Those 
residual risks and the reasoned 
judgements made shall be communicated 
to the user.

Or. en

Amendment 608
Sergey Lagodinsky

Proposal for a regulation
Article 9 – paragraph 4 – subparagraph 1 – point b

Text proposed by the Commission Amendment

(b) where appropriate, implementation 
of adequate mitigation and control 
measures in relation to risks that cannot be 
eliminated;

(b) where appropriate, implementation 
of mitigation and control measures 
addressing risks that cannot be eliminated

Or. en

Amendment 609
Ibán García Del Blanco, Tiemo Wölken, René Repasi, Maria-Manuel Leitão-Marques

Proposal for a regulation
Article 9 – paragraph 4 – subparagraph 1 – point c a (new)
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Text proposed by the Commission Amendment

(ca) the provision of a sufficient level 
of AI literacy as outlined in new Article 
4b to deployers and users.

Or. en

Amendment 610
Sergey Lagodinsky

Proposal for a regulation
Article 9 – paragraph 5

Text proposed by the Commission Amendment

5. High-risk AI systems shall be tested 
for the purposes of identifying the most 
appropriate risk management measures. 
Testing shall ensure that high-risk AI 
systems perform consistently for their 
intended purpose and they are in 
compliance with the requirements set out 
in this Chapter.

5. High-risk AI systems shall be tested 
for the purposes of identifying the most 
appropriate risk management measures. 
Testing shall ensure that high-risk AI 
systems perform consistently safely for 
their intended purpose and during 
reasonably foreseeable misuse, and they 
are in compliance with the requirements set 
out in this Chapter.

Or. en

Amendment 611
Sergey Lagodinsky

Proposal for a regulation
Article 9 – paragraph 6

Text proposed by the Commission Amendment

6. Testing procedures shall be suitable 
to achieve the intended purpose of the AI 
system and do not need to go beyond what 
is necessary to achieve that purpose.

6. Testing procedures shall be suitable 
to achieve the intended purpose of the AI 
system, and its reasonably foreseeable 
misuse, and do not need to go beyond what 
is necessary to achieve this.

Or. en
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Amendment 612
Sergey Lagodinsky

Proposal for a regulation
Article 9 – paragraph 8

Text proposed by the Commission Amendment

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

8. When implementing the risk 
management system described in 
paragraphs 1 to 7, specific consideration 
shall be given to whether the high-risk AI 
system is likely to:

(a) be accessed by or have an impact 
on children, or
(b) have an impact on the 
environment.

Or. en

Amendment 613
Ibán García Del Blanco, Tiemo Wölken, René Repasi, Maria-Manuel Leitão-Marques

Proposal for a regulation
Article 9 – paragraph 8

Text proposed by the Commission Amendment

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

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

Or. en

Amendment 614
Ibán García Del Blanco, Tiemo Wölken, René Repasi, Maria-Manuel Leitão-Marques

Proposal for a regulation
Article 10 – paragraph 1
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Text proposed by the Commission Amendment

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

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

Or. en

Amendment 615
Sergey Lagodinsky

Proposal for a regulation
Article 10 – paragraph 2 – introductory part

Text proposed by the Commission Amendment

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

2. Training, validation and testing data 
sets shall be subject to appropriate data 
governance and management practices 
practices throughout the entire lifecycle of 
the AI system . Those practices shall 
concern in particular,

Or. en

Amendment 616
Kosma Złotowski

Proposal for a regulation
Article 10 – paragraph 2 – introductory part

Text proposed by the Commission Amendment

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

2. Training, validation and testing data 
sets shall be subject to appropriate data 
governance and management practices. 
Where relevant to appropriate risk 
management measures, those practices 
shall concern in particular,

Or. en
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Amendment 617
Kosma Złotowski

Proposal for a regulation
Article 10 – paragraph 2 – point e

Text proposed by the Commission Amendment

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

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

Or. en

Amendment 618
Kosma Złotowski

Proposal for a regulation
Article 10 – paragraph 2 – point f

Text proposed by the Commission Amendment

(f) examination in view of possible 
biases;

(f) examination in view of possible 
biases, that are likely to affect health and 
safety of persons or lead to discrimination 
prohibited by Union law;

Or. en

Amendment 619
Ibán García Del Blanco, Tiemo Wölken, René Repasi, Maria-Manuel Leitão-Marques

Proposal for a regulation
Article 10 – paragraph 2 – point f

Text proposed by the Commission Amendment

(f) examination in view of possible 
biases;

(f) examination in view of possible 
biases, including where data outputs are 
used as an input for future operations;

Or. en
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Amendment 620
Emmanuel Maurel

Proposal for a regulation
Article 10 – paragraph 2 – point f

Text proposed by the Commission Amendment

(f) examination in view of possible 
biases;

(f) examination in view of biases;

Or. fr

Amendment 621
Kosma Złotowski

Proposal for a regulation
Article 10 – paragraph 2 – point g

Text proposed by the Commission Amendment

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

(g) the identification of any other data 
gaps or shortcomings that materially 
increase the risks of harm to the health, 
natural environment and safety or the 
fundamental rights of persons, and how 
those gaps and shortcomings can be 
addressed.

Or. en

Amendment 622
Ibán García Del Blanco, Tiemo Wölken, René Repasi

Proposal for a regulation
Article 10 – paragraph 2 – point g

Text proposed by the Commission Amendment

(g) the identification of any possible 
data gaps or shortcomings, 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, 
as well as any other relevant variables.
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Or. en

Amendment 623
Sergey Lagodinsky

Proposal for a regulation
Article 10 – paragraph 2 – point g

Text proposed by the Commission Amendment

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

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

Or. en

Amendment 624
Ibán García Del Blanco, Tiemo Wölken, René Repasi, Maria-Manuel Leitão-Marques

Proposal for a regulation
Article 10 – paragraph 2 – point g a (new)

Text proposed by the Commission Amendment

(ga) the purpose and the environment 
in which the system is to be used;

Or. en

Amendment 625
Emmanuel Maurel

Proposal for a regulation
Article 10 – paragraph 3

Text proposed by the Commission Amendment

3. Training, validation and testing data 
sets shall be relevant, representative, free 
of errors and complete. They shall have the 
appropriate statistical properties, including, 
where applicable, as regards the persons or 
groups of persons on which the high-risk 
AI system is intended to be used. These 

3. Training, validation and testing data 
sets shall be relevant, sufficiently 
representative, free of errors and complete. 
They shall have the appropriate statistical 
properties, including, where applicable, as 
regards the persons or groups of persons on 
which the high-risk AI system is intended 
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characteristics of the data sets may be met 
at the level of individual data sets or a 
combination thereof.

to be used. These data sets shall consist of 
sufficiently large volumes of data, and 
they shall take account of all of the 
relevant aspects of gender, social, 
geographical and ethnic group, and other 
grounds for discrimination prohibited 
under Union law. They shall cover all the 
necessary relevant scenarios in order to 
avoid hazardous situations. These 
characteristics of the data sets may be met 
at the level of individual data sets or a 
combination thereof.

Or. fr

Amendment 626
Ibán García Del Blanco, Tiemo Wölken, René Repasi, Maria-Manuel Leitão-Marques

Proposal for a regulation
Article 10 – paragraph 3

Text proposed by the Commission Amendment

3. Training, validation and testing data 
sets shall be relevant, representative, free 
of errors and complete. They shall have the 
appropriate statistical properties, including, 
where applicable, as regards the persons or 
groups of persons on which the high-risk 
AI 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.

3. Training, validation and testing data 
sets shall be relevant, representative and, 
to the best extend possible, free of errors 
and complete. They shall have the 
appropriate statistical properties, including, 
where applicable, as regards the persons or 
groups of persons on which the high-risk 
AI system is to be used. These 
characteristics of the data sets may be met 
at the level of individual data sets or a 
combination thereof.

If occasional inaccuracies cannot be 
avoided, the system shall indicate, to the 
best extent possible, the likeliness of 
errors and inaccuracies to deployers and 
users through appropriate means.

Or. en

Amendment 627
Kosma Złotowski



AM\1252636EN.docx 51/105 PE730.041v01-00

EN

Proposal for a regulation
Article 10 – paragraph 3

Text proposed by the Commission Amendment

3. Training, validation and testing data 
sets shall be relevant, representative, free 
of errors and complete. They shall have the 
appropriate statistical properties, including, 
where applicable, as regards the persons or 
groups of persons on which the high-risk 
AI 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.

3. Training, validation and testing data 
sets shall be relevant, sufficiently diverse 
to mitigate bias, and, to the best extent 
possible, representative, free of errors and 
complete. They shall have the appropriate 
statistical properties, including, where 
applicable, as regards the persons or groups 
of persons on which the high-risk AI 
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.

Or. en

Amendment 628
Sergey Lagodinsky

Proposal for a regulation
Article 10 – paragraph 3

Text proposed by the Commission Amendment

3. Training, validation and testing data 
sets shall be relevant, representative, free 
of errors and complete. They shall have the 
appropriate statistical properties, including, 
where applicable, as regards the persons or 
groups of persons on which the high-risk 
AI 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.

3. Training, validation and testing data 
sets shall be relevant, representative, free 
of errors and statistically complete. They 
shall have the appropriate statistical 
properties, including, where applicable, as 
regards the persons or groups of persons on 
which the high-risk AI 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.

Or. en

Amendment 629
Kosma Złotowski
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Proposal for a regulation
Article 10 – paragraph 4

Text proposed by the Commission Amendment

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 AI system is intended 
to be used.

4. Training, validation and testing data 
sets shall be sufficiently diverse to 
accurately capture, 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 AI system is intended to be used.

Or. en

Amendment 630
Ibán García Del Blanco, Tiemo Wölken, René Repasi

Proposal for a regulation
Article 10 – paragraph 4

Text proposed by the Commission Amendment

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 AI system is intended 
to be used.

4. Training, validation and testing data 
sets shall take into account, to the extent 
required by the purpose, the characteristics 
or elements that are particular to the 
specific geographical, behavioural or 
functional setting within which the high-
risk AI system is to be used.

Or. en

Amendment 631
Sergey Lagodinsky

Proposal for a regulation
Article 10 – paragraph 5

Text proposed by the Commission Amendment

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

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

monitoring, detection and correction in 
relation to the high-risk AI systems, the 
providers of such systems may process 
special categories of personal data referred 
to in Article 9(1) of Regulation (EU) 
2016/679, Article 10 of Directive (EU) 
2016/680 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 use of state-of-
the-art security, data minimisation, 
anonymisation and pseudonymisation, or 
encryption where anonymisation may 
significantly affect the purpose pursued, as 
well as other measures preserving privacy, 
confidentiality, integrity, availability, 
resilience, authenticity and 
trustworthiness, non-repudiation, 
accountability, auditability, and enabling 
data subjects the exercise of their data 
subjects’ rights.

Or. en

Amendment 632
Kosma Złotowski

Proposal for a regulation
Article 10 – paragraph 5

Text proposed by the Commission Amendment

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

5. To the extent that it is strictly 
necessary for the purposes of ensuring bias 
monitoring, detection and correction in 
relation to the high-risk AI systems, the 
providers of such systems may process 
special categories of personal data referred 
to in Article 9(1) of Regulation (EU) 
2016/679, Article 10 of Directive (EU) 
2016/680 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-
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preserving measures, such as 
pseudonymisation, or encryption where 
anonymisation may significantly affect the 
purpose pursued.

preserving measures, such as 
pseudonymisation, encryption or biometric 
template protection technologies where 
anonymisation may significantly affect the 
purpose pursued.

Or. en

Amendment 633
Gilles Lebreton, Jean-Paul Garraud, Gunnar Beck

Proposal for a regulation
Article 11 – paragraph 1 – introductory part

Text proposed by the Commission Amendment

1. The technical documentation of a 
high-risk AI system shall be drawn up 
before that system is placed on the market 
or put into service and shall be kept up-to 
date.

1. The technical documentation of a 
high-risk AI system shall be drawn up 
before that system is placed on the market 
or put into service and shall be kept up-to 
date. It must be drawn up in the language 
of the system user, in addition to the usual 
languages allowing it to be read by as 
many people as possible.

Or. fr

Amendment 634
Sergey Lagodinsky

Proposal for a regulation
Article 11 – paragraph 1 – introductory part

Text proposed by the Commission Amendment

1. The technical documentation of a 
high-risk AI system shall be drawn up 
before that system is placed on the market 
or put into service and shall be kept up-to 
date.

1. The technical documentation of a 
high-risk AI system shall be drawn up 
before that system is placed on the market 
or put into service and shall be kept up-to 
date throughout its entire lifecycle, and 
where appropriate, beyond .

Or. en
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Amendment 635
Ibán García Del Blanco, René Repasi, Maria-Manuel Leitão-Marques

Proposal for a regulation
Article 11 – paragraph 1 – subparagraph 1

Text proposed by the Commission Amendment

The technical documentation shall be 
drawn up in such a way to demonstrate that 
the high-risk AI system complies with the 
requirements set out in this Chapter and 
provide national competent authorities and 
notified bodies with all the necessary 
information to assess the compliance of the 
AI system with those requirements. It shall 
contain, at a minimum, the elements set out 
in Annex IV.

The technical documentation shall be 
drawn up, without unduly compromising 
intellectual property rights or trade 
secrets, in such a way to demonstrate that 
the high-risk AI system complies with the 
requirements set out in this Chapter and 
provide national competent authorities and 
notified bodies with all the necessary 
information to assess the compliance of the 
AI system with those requirements. It shall 
contain, at a minimum, the elements set out 
in Annex IV.

Or. en

Amendment 636
Ibán García Del Blanco, Tiemo Wölken, René Repasi, Maria-Manuel Leitão-Marques

Proposal for a regulation
Article 12 – paragraph 1

Text proposed by the Commission Amendment

1. High-risk AI systems shall be 
designed and developed with capabilities 
enabling the automatic recording of events 
(‘logs’) while the high-risk AI systems is 
operating. Those logging capabilities shall 
conform to recognised standards or 
common specifications.

1. High-risk AI systems shall be 
designed and developed with capabilities 
enabling the automatic recording of events 
(‘logs’) throughout the AI systems 
lifecycle. Those logging capabilities shall 
conform to recognised standards or 
common specifications.

Or. en

Amendment 637
Kosma Złotowski

Proposal for a regulation
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Article 12 – paragraph 2

Text proposed by the Commission Amendment

2. The logging capabilities shall 
ensure a level of traceability of the AI 
system’s functioning throughout its 
lifecycle that is appropriate to the intended 
purpose of the system.

2. The logging capabilities shall 
ensure a level of traceability of the AI 
system’s functioning while the AI system 
is used within its lifecycle that is 
appropriate to the intended purpose of the 
system.

Or. en

Amendment 638
Ibán García Del Blanco, Tiemo Wölken, René Repasi

Proposal for a regulation
Article 12 – paragraph 2

Text proposed by the Commission Amendment

2. The logging capabilities shall 
ensure a level of traceability of the AI 
system’s functioning throughout its 
lifecycle that is appropriate to the intended 
purpose of the system.

2. The logging capabilities shall 
ensure a level of traceability of the AI 
system’s functioning throughout its 
lifecycle that is appropriate to the purpose 
of the system.

Or. en

Amendment 639
Ibán García Del Blanco, Tiemo Wölken, René Repasi, Maria-Manuel Leitão-Marques

Proposal for a regulation
Article 12 – paragraph 3

Text proposed by the Commission Amendment

3. In particular, logging capabilities 
shall enable the monitoring of the 
operation of the high-risk AI system with 
respect to the occurrence of situations that 
may result in the AI system presenting a 
risk within the meaning of Article 65(1) or 
lead to a substantial modification, and 
facilitate the post-market monitoring 

3. In particular, logging capabilities 
shall enable the monitoring of the 
operation of the high-risk AI system with 
respect to the occurrence of situations that 
may result in the AI system presenting a 
risk within the meaning of Article 65(1) or 
lead to a substantial modification, and 
facilitate the post-market monitoring 
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referred to in Article 61. referred to in Article 61 and the 
monitoring of the operation of high-risk 
AI systems referred to in Article 29 (4).

Or. en

Amendment 640
Kosma Złotowski

Proposal for a regulation
Article 12 – paragraph 3 a (new)

Text proposed by the Commission Amendment

3a. For records constituting trade 
secrets as defined in Article 2 of Directive 
(EU) 2016/943, provider may elect to 
confidentially provide such trade secrets 
only to relevant public authorities to the 
extent necessary for such authorities to 
perform their obligations hereunder.

Or. en

Amendment 641
Sergey Lagodinsky

Proposal for a regulation
Article 13 – title

Text proposed by the Commission Amendment

13 Transparency and provision of 
information to users

13 Transparency and provision of 
information to users and AI subjects

Or. en

Amendment 642
Sergey Lagodinsky

Proposal for a regulation
Article 13 – paragraph 1
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Text proposed by the Commission Amendment

1. High-risk AI systems shall be 
designed and developed in such a way to 
ensure that their operation is sufficiently 
transparent to enable users to interpret the 
system’s output and use it appropriately. 
An appropriate type and degree of 
transparency shall be ensured, with a view 
to achieving compliance with the relevant 
obligations of the user and of the provider 
set out in Chapter 3 of this Title.

1. High-risk AI systems shall be 
designed and developed in such a way to 
ensure that their operation is sufficiently 
transparent to enable users to interpret the 
system’s output and use it appropriately. 
An appropriate type and degree of 
transparency shall be ensured, with a view 
to achieving compliance with the relevant 
obligations of the user and of the provider 
set out in Chapter 3 of this Title. Where 
individuals are passively subject to AI 
systems (AI subjects), information to 
ensure an appropriate type and degree of 
transparency shall be made publicly 
available, with full respect to the privacy, 
personality, and related rights of subjects.

Or. en

Amendment 643
Ibán García Del Blanco, Tiemo Wölken, René Repasi, Maria-Manuel Leitão-Marques

Proposal for a regulation
Article 13 – paragraph 1

Text proposed by the Commission Amendment

1. High-risk AI systems shall be 
designed and developed in such a way to 
ensure that their operation is sufficiently 
transparent to enable users to interpret the 
system’s output and use it appropriately. 
An appropriate type and degree of 
transparency shall be ensured, with a 
view to achieving compliance with the 
relevant obligations of the user and of the 
provider set out in Chapter 3 of this Title.

1. High-risk AI systems shall be 
designed and developed in such a way to 
ensure that their operation is sufficiently 
transparent to enable developers, 
deployers, users and other relevant 
stakeholders to easily interpret the 
system’s functioning and output and use it 
appropriately on the basis of informed 
decisions , with a view to achieving 
compliance with the relevant obligations 
set out in Chapter 3 of this Title.

Or. en

Amendment 644
Brando Benifei
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Proposal for a regulation
Article 13 – paragraph 1

Text proposed by the Commission Amendment

1. High-risk AI systems shall be 
designed and developed in such a way to 
ensure that their operation is sufficiently 
transparent to enable users to interpret the 
system’s output and use it appropriately. 
An appropriate type and degree of 
transparency shall be ensured, with a view 
to achieving compliance with the relevant 
obligations of the user and of the provider 
set out in Chapter 3 of this Title.

1. High-risk AI systems shall be 
designed and developed in such a way to 
ensure that their operation is sufficiently 
transparent to enable users to understand 
and interpret the system’s output and use it 
appropriately. An appropriate type and 
degree of transparency shall be ensured, 
with a view to achieving compliance with 
the relevant obligations of the user and of 
the provider set out in Chapter 3 of this 
Title.

Or. en

Amendment 645
Emmanuel Maurel

Proposal for a regulation
Article 13 – paragraph 1

Text proposed by the Commission Amendment

1. High-risk AI systems shall be 
designed and developed in such a way to 
ensure that their operation is sufficiently 
transparent to enable users to interpret the 
system’s output and use it appropriately. 
An appropriate type and degree of 
transparency shall be ensured, with a view 
to achieving compliance with the relevant 
obligations of the user and of the provider 
set out in Chapter 3 of this Title.

1. High-risk AI systems shall be 
designed and developed in such a way to 
ensure that their operation is sufficiently 
transparent to enable users to interpret the 
system’s output and use it appropriately. A 
high degree of transparency shall be 
ensured, with a view to achieving 
compliance with the relevant obligations of 
the user and of the provider set out in 
Chapter 3 of this Title.

Or. fr

Amendment 646
Ibán García Del Blanco, Tiemo Wölken, René Repasi, Maria-Manuel Leitão-Marques

Proposal for a regulation
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Article 13 – paragraph 1 a (new)

Text proposed by the Commission Amendment

1a. Any person or groups of persons 
subject to a decision taken by a deployer 
or user on the basis of output from an AI 
System shall be informed where such 
decision produces legal or otherwise 
significant effects, including when their 
health and safety or the respect for their 
fundamental rights is affected.

Or. en

Amendment 647
Ibán García Del Blanco, Tiemo Wölken, René Repasi, Maria-Manuel Leitão-Marques

Proposal for a regulation
Article 13 – paragraph 1 b (new)

Text proposed by the Commission Amendment

1b. In the cases referred to in 
paragraph 1, the persons or groups of 
person affected shall have the right to 
request an explanation in line with New 
Article 71.

Or. en

Amendment 648
Kosma Złotowski

Proposal for a regulation
Article 13 – paragraph 2

Text proposed by the Commission Amendment

2. High-risk AI systems shall be 
accompanied by instructions for use in an 
appropriate digital format or otherwise that 
include concise, complete, correct and 
clear information that is relevant, 
accessible and comprehensible to users.

2. High-risk AI systems shall be 
accompanied by instructions for use in an 
appropriate digital format or made 
otherwise available, that include concise, 
complete, correct and clear information 
that is reasonably relevant, accessible and 
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comprehensible to users to assist them in 
operating and maintaining the AI system, 
taking into consideration the system’s 
intended purpose and the expected 
audience for the instructions.

Or. en

Amendment 649
Gilles Lebreton, Jean-Paul Garraud, Gunnar Beck

Proposal for a regulation
Article 13 – paragraph 2

Text proposed by the Commission Amendment

2. High-risk AI systems shall be 
accompanied by instructions for use in an 
appropriate digital format or otherwise that 
include concise, complete, correct and 
clear information that is relevant, 
accessible and comprehensible to users.

2. High-risk AI systems shall be 
accompanied by instructions for use in an 
appropriate digital format or otherwise that 
include concise, complete, correct and 
clear information that is relevant, 
accessible and comprehensible to users 
and, in particular, that is drawn up in the 
user’s language.

Or. fr

Amendment 650
Sergey Lagodinsky

Proposal for a regulation
Article 13 – paragraph 2

Text proposed by the Commission Amendment

2. High-risk AI systems shall be 
accompanied by instructions for use in an 
appropriate digital format or otherwise that 
include concise, complete, correct and 
clear information that is relevant, 
accessible and comprehensible to users.

2. High-risk AI systems shall be 
accompanied by instructions for use in an 
appropriate digital format or otherwise that 
include concise, statistically complete, 
correct and clear information that is 
relevant, accessible and comprehensible to 
users.

Or. en
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Amendment 651
Brando Benifei

Proposal for a regulation
Article 13 – paragraph 2

Text proposed by the Commission Amendment

2. High-risk AI systems shall be 
accompanied by instructions for use in an 
appropriate digital format or otherwise 
that include concise, complete, correct and 
clear information that is relevant, 
accessible and comprehensible to users.

2. High-risk AI systems shall be 
accompanied by instructions for use in an 
appropriate durable medium that include 
concise, complete, correct and clear 
information that is relevant, accessible and 
comprehensible to users.

Or. en

Amendment 652
Emmanuel Maurel

Proposal for a regulation
Article 13 – paragraph 2 a (new)

Text proposed by the Commission Amendment

(2a) The providers shall be available to 
users and authorities to answer their 
questions and provide any clarifications 
they might seek, in particular to ensure 
that use of the AI system respects the 
fundamental rights and law of the Union.

Or. fr

Amendment 653
Ibán García Del Blanco, Tiemo Wölken, René Repasi, Maria-Manuel Leitão-Marques

Proposal for a regulation
Article 13 – paragraph 3 – point a a (new)

Text proposed by the Commission Amendment

(aa) where it is not the same as the 
deployer, the identity and the contact 
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details of the entity that carried out the 
conformity assessment and, where 
applicable, of its authorised 
representative;

Or. en

Amendment 654
Kosma Złotowski

Proposal for a regulation
Article 13 – paragraph 3 – point b – introductory part

Text proposed by the Commission Amendment

(b) the characteristics, capabilities and 
limitations of performance of the high-risk 
AI system, including:

(b) the characteristics, capabilities and 
limitations of performance of the high-risk 
AI system, that are relevant to the 
material risks associated with the intended 
purpose, including where appropriate, 
including:

Or. en

Amendment 655
Brando Benifei

Proposal for a regulation
Article 13 – paragraph 3 – point b – point i

Text proposed by the Commission Amendment

(i) its intended purpose; (i) any known or reasonably 
foreseeable use;

Or. en

Justification

even providers of general purpose AI are and should be aware of different foreseeable uses of 
their AI systems.

Amendment 656
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Ibán García Del Blanco, Tiemo Wölken, René Repasi

Proposal for a regulation
Article 13 – paragraph 3 – point b – point i

Text proposed by the Commission Amendment

(i) its intended purpose; (i) its purpose;

Or. en

Amendment 657
Karen Melchior, Yana Toom

Proposal for a regulation
Article 13 – paragraph 3 – point b – point i a (new)

Text proposed by the Commission Amendment

(ia) An overview of different inputs 
taken into account by the Artificial 
Intelligence solution when making 
decisions.

Or. en

Justification

To provide transparency both to operators, and end users, the criteria used by an AI to make 
decisions should be transparent.

Amendment 658
Kosma Złotowski

Proposal for a regulation
Article 13 – paragraph 3 – point b – point ii

Text proposed by the Commission Amendment

(ii) the level of accuracy, robustness 
and cybersecurity referred to in Article 15 
against which the high-risk AI system has 
been tested and validated and which can be 
expected, and any known and foreseeable 
circumstances that may have an impact on 
that expected level of accuracy, robustness 

(ii) the level of accuracy, robustness 
and cybersecurity referred to in Article 15 
against which the high-risk AI system has 
been tested and validated and which can be 
expected, and any known and reasonably 
foreseeable circumstances that could 
materially impact that expected level of 
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and cybersecurity; accuracy, robustness and cybersecurity;

Or. en

Amendment 659
Brando Benifei

Proposal for a regulation
Article 13 – paragraph 3 – point b – point iii

Text proposed by the Commission Amendment

(iii) any known or foreseeable 
circumstance, related to the use of the 
high-risk AI system in accordance with its 
intended purpose or under conditions of 
reasonably foreseeable misuse, which may 
lead to risks to the health and safety or 
fundamental rights;

(iii) any known or foreseeable 
circumstance, related to the use of the 
high-risk AI system in accordance with its 
intended purpose or reasonably 
foreseeable use, or under conditions of 
reasonably foreseeable misuse, which may 
lead to risks to the health, safety, 
fundamental rights, democracy, the rule of 
law or the environment;

Or. en

Amendment 660
Ibán García Del Blanco, René Repasi, Maria-Manuel Leitão-Marques

Proposal for a regulation
Article 13 – paragraph 3 – point b – point iii

Text proposed by the Commission Amendment

(iii) any known or foreseeable 
circumstance, related to the use of the 
high-risk AI system in accordance with its 
intended purpose or under conditions of 
reasonably foreseeable misuse, which may 
lead to risks to the health and safety or 
fundamental rights;

(iii) any known or foreseeable 
circumstance, related to the use of the 
high-risk AI system in accordance with its 
purpose or under conditions of reasonably 
foreseeable misuse, which may lead to 
unethical risks to the health and safety, 
environment, fundamental rights or 
democracy and the rule of law;

Or. en
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Amendment 661
Emmanuel Maurel

Proposal for a regulation
Article 13 – paragraph 3 – point b – point iii

Text proposed by the Commission Amendment

(iii) any known or foreseeable 
circumstance, related to the use of the 
high-risk AI system in accordance with its 
intended purpose or under conditions of 
reasonably foreseeable misuse, which may 
lead to risks to the health and safety or 
fundamental rights;

(iii) any known or foreseeable 
circumstance, related to the use of the 
high-risk AI system in accordance with its 
intended purpose or under conditions of 
reasonably foreseeable misuse, which may 
lead to risks to health and safety, the 
protection of personal data or fundamental 
rights;

Or. fr

Amendment 662
Sergey Lagodinsky

Proposal for a regulation
Article 13 – paragraph 3 – point b – point iii

Text proposed by the Commission Amendment

(iii) any known or foreseeable 
circumstance, related to the use of the 
high-risk AI system in accordance with its 
intended purpose or under conditions of 
reasonably foreseeable misuse, which may 
lead to risks to the health and safety or 
fundamental rights;

(iii) any known or foreseeable 
circumstance, related to the use of the 
high-risk AI system in accordance with its 
intended purpose or under conditions of 
reasonably foreseeable use or misuse, 
which may lead to risks to the health, 
safety, fundamental rights or environment;

Or. en

Amendment 663
Brando Benifei

Proposal for a regulation
Article 13 – paragraph 3 – point b – point iv

Text proposed by the Commission Amendment
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(iv) its performance as regards the 
persons or groups of persons on which the 
system is intended to be used;

(iv) its performance as regards the 
persons or groups of persons on which the 
system is intended or reasonably 
foreseeable to be used;

Or. en

Amendment 664
Ibán García Del Blanco, Tiemo Wölken, René Repasi

Proposal for a regulation
Article 13 – paragraph 3 – point b – point iv

Text proposed by the Commission Amendment

(iv) its performance as regards the 
persons or groups of persons on which the 
system is intended to be used;

(iv) its performance as regards the 
persons or groups of persons on which the 
system is to be used;

Or. en

Amendment 665
Brando Benifei

Proposal for a regulation
Article 13 – paragraph 3 – point b – point v

Text proposed by the Commission Amendment

(v) when appropriate, specifications for 
the input data, or any other relevant 
information in terms of the training, 
validation and testing data sets used, taking 
into account the intended purpose of the AI 
system.

(v) when appropriate, specifications for 
the input data, or any other relevant 
information in terms of the training, 
validation and testing data sets used, taking 
into account the intended purpose or 
reasonably foreseeable use of the AI 
system.

Or. en

Amendment 666
Ibán García Del Blanco, Tiemo Wölken, René Repasi

Proposal for a regulation
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Article 13 – paragraph 3 – point b – point v

Text proposed by the Commission Amendment

(v) when appropriate, specifications for 
the input data, or any other relevant 
information in terms of the training, 
validation and testing data sets used, taking 
into account the intended purpose of the AI 
system.

(v) when appropriate, specifications for 
the input data, or any other relevant 
information in terms of the training, 
validation and testing data sets used, taking 
into account the purpose of the AI system.

Or. en

Amendment 667
Ibán García Del Blanco, Tiemo Wölken, René Repasi, Maria-Manuel Leitão-Marques

Proposal for a regulation
Article 13 – paragraph 3 – point c

Text proposed by the Commission Amendment

(c) the changes to the high-risk AI 
system and its performance which have 
been pre-determined by the provider at the 
moment of the initial conformity 
assessment, if any;

(c) the changes to the high-risk AI 
system and its performance, including its 
algorithms, which have been pre-
determined by the provider at the moment 
of the initial conformity assessment, if any;

Or. en

Amendment 668
Ibán García Del Blanco, Tiemo Wölken, René Repasi, Maria-Manuel Leitão-Marques

Proposal for a regulation
Article 13 – paragraph 3 – point e

Text proposed by the Commission Amendment

(e) the expected lifetime of the high-
risk AI system and any necessary 
maintenance and care measures to ensure 
the proper functioning of that AI system, 
including as regards software updates.

(e) the expected lifetime of the high-
risk AI system, its level of extraction and 
consumption of natural resources, and 
any necessary maintenance and care 
measures to ensure the proper functioning 
of that AI system, including as regards 
software updates.



AM\1252636EN.docx 69/105 PE730.041v01-00

EN

Or. en

Amendment 669
Kosma Złotowski

Proposal for a regulation
Article 13 – paragraph 3 – point e

Text proposed by the Commission Amendment

(e) the expected lifetime of the high-
risk AI system and any necessary 
maintenance and care measures to ensure 
the proper functioning of that AI system, 
including as regards software updates.

(e) the expected lifetime of the high-
risk AI system, the description of the 
procedure of withdrawing it from use and 
any necessary maintenance and care 
measures to ensure the proper functioning 
of that AI system, including as regards 
software updates.

Or. en

Amendment 670
Ibán García Del Blanco, Tiemo Wölken, René Repasi, Maria-Manuel Leitão-Marques

Proposal for a regulation
Article 13 – paragraph 3 a (new)

Text proposed by the Commission Amendment

3a. In order to comply with the 
obligations established in this Article, 
developers and deployers shall ensure a 
sufficient level of AI literacy in line with 
New Article 6.

Or. en

Amendment 671
Ibán García Del Blanco, Tiemo Wölken, René Repasi, Maria-Manuel Leitão-Marques

Proposal for a regulation
Article 13 – paragraph 3 b (new)

Text proposed by the Commission Amendment
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3b. Member States may adopt 
measures beyond those listed in this 
Article insofar as they are not in 
contradiction with, result in the 
circumvention of or otherwise jeopardize 
the harmonised application of the 
requirements laid out in this Regulation, 
irrespective of whether they would apply 
to high-risk AI systems or all AI systems.

Or. en

Amendment 672
Ibán García Del Blanco, Tiemo Wölken, René Repasi, Maria-Manuel Leitão-Marques

Proposal for a regulation
Article 14 – title

Text proposed by the Commission Amendment

14 Human oversight 14 Human agency and oversight

Or. en

Amendment 673
Brando Benifei

Proposal for a regulation
Article 14 – paragraph 1

Text proposed by the Commission Amendment

1. High-risk AI systems shall be 
designed and developed in such a way, 
including with appropriate human-machine 
interface tools, that they can be effectively 
overseen by natural persons during the 
period in which the AI system is in use.

1. High-risk AI systems shall be 
designed and developed in such a way, 
including with appropriate human-machine 
interface tools, that they can be effectively 
overseen by natural persons with the 
necessary competence, training and 
authority to exercise that function, during 
the period in which the AI system is in use.

Or. en
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Justification

wording in line with the Platform Workers Directive

Amendment 674
Ibán García Del Blanco, Tiemo Wölken, René Repasi

Proposal for a regulation
Article 14 – paragraph 1

Text proposed by the Commission Amendment

1. High-risk AI systems shall be 
designed and developed in such a way, 
including with appropriate human-machine 
interface tools, that they can be effectively 
overseen by natural persons during the 
period in which the AI system is in use.

1. High-risk AI systems shall be 
designed and developed in such a way, 
including with appropriate human-machine 
interface tools, that they can at all times be 
effectively overseen with agency by 
natural persons during the period in which 
the AI system is in use and irrespectively 
of their specific characteristics.

Or. en

Amendment 675
Sergey Lagodinsky

Proposal for a regulation
Article 14 – paragraph 1

Text proposed by the Commission Amendment

1. High-risk AI systems shall be 
designed and developed in such a way, 
including with appropriate human-machine 
interface tools, that they can be effectively 
overseen by natural persons during the 
period in which the AI system is in use.

1. High-risk AI systems shall be 
designed and developed in such a way, 
including with appropriate human-machine 
interface tools, that they can be effectively 
overseen by natural persons during the 
period in which the AI system is in use, 
and to allow for thorough investigation 
after an incident.

Or. en

Amendment 676
Ibán García Del Blanco, René Repasi, Maria-Manuel Leitão-Marques
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Proposal for a regulation
Article 14 – paragraph 2

Text proposed by the Commission Amendment

2. Human oversight shall aim at 
preventing or minimising the risks to 
health, safety or fundamental rights that 
may emerge when a high-risk AI system is 
used in accordance with its intended 
purpose or under conditions of reasonably 
foreseeable misuse, in particular when such 
risks persist notwithstanding the 
application of other requirements set out in 
this Chapter.

2. Human oversight shall aim at 
preventing or minimising unethical risks to 
the environment, health, safety, 
fundamental rights and democracy or the 
rule of law that may emerge when a high-
risk AI system is used in accordance with 
its purpose or under conditions of 
reasonably foreseeable misuse, in 
particular when such risks persist 
notwithstanding the application of other 
requirements set out in this Chapter and 
where decisions based solely on 
automated processing by AI systems 
produce legal or otherwise significant 
effects on the persons or groups of 
persons on which the system is to be used.

Or. en

Amendment 677
Brando Benifei

Proposal for a regulation
Article 14 – paragraph 2

Text proposed by the Commission Amendment

2. Human oversight shall aim at 
preventing or minimising the risks to 
health, safety or fundamental rights that 
may emerge when a high-risk AI system is 
used in accordance with its intended 
purpose or under conditions of reasonably 
foreseeable misuse, in particular when such 
risks persist notwithstanding the 
application of other requirements set out in 
this Chapter.

2. Human oversight shall aim at 
preventing or minimising the risks to 
health, safety, fundamental rights, 
democracy, rule of law or the 
environment that may emerge when a 
high-risk AI system is used in accordance 
with its intended purpose or reasonably 
foreseeable use, or under conditions of 
reasonably foreseeable misuse, in 
particular when such risks persist 
notwithstanding the application of other 
requirements set out in this Chapter.

Or. en
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Amendment 678
Sergey Lagodinsky

Proposal for a regulation
Article 14 – paragraph 2

Text proposed by the Commission Amendment

2. Human oversight shall aim at 
preventing or minimising the risks to 
health, safety or fundamental rights that 
may emerge when a high-risk AI system is 
used in accordance with its intended 
purpose or under conditions of reasonably 
foreseeable misuse, in particular when such 
risks persist notwithstanding the 
application of other requirements set out in 
this Chapter.

2. Human oversight shall aim at 
preventing or minimising the risks to 
health, safety, fundamental rights or 
environment that may emerge when a 
high-risk AI system is used in accordance 
with its intended purpose or under 
conditions of reasonably foreseeable 
misuse, in particular when such risks 
persist notwithstanding the application of 
other requirements set out in this Chapter.

Or. en

Amendment 679
Emmanuel Maurel

Proposal for a regulation
Article 14 – paragraph 2

Text proposed by the Commission Amendment

2. Human oversight shall aim at 
preventing or minimising the risks to 
health, safety or fundamental rights that 
may emerge when a high-risk AI system is 
used in accordance with its intended 
purpose or under conditions of reasonably 
foreseeable misuse, in particular when such 
risks persist notwithstanding the 
application of other requirements set out in 
this Chapter.

2. Human oversight shall aim at 
preventing the risks to health, safety or 
fundamental rights that emerge when a 
high-risk AI system is used in accordance 
with its intended purpose or under 
conditions of reasonably foreseeable 
misuse, in particular when such risks 
persist notwithstanding the application of 
other requirements set out in this Chapter.

Or. fr

Amendment 680
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Emmanuel Maurel

Proposal for a regulation
Article 14 – paragraph 3 – introductory part

Text proposed by the Commission Amendment

3. Human oversight shall be ensured 
through either one or all of the following 
measures:

3. Human oversight shall be ensured 
through all of the following measures:

Or. fr

Amendment 681
Kosma Złotowski

Proposal for a regulation
Article 14 – paragraph 4 – introductory part

Text proposed by the Commission Amendment

4. The measures referred to in 
paragraph 3 shall enable the individuals to 
whom human oversight is assigned to do 
the following, as appropriate to the 
circumstances:

4. The measures referred to in 
paragraph 3 shall enable the individuals to 
whom human oversight is assigned to do 
the following, as appropriate and 
proportionate to the circumstances:

Or. en

Amendment 682
Kosma Złotowski

Proposal for a regulation
Article 14 – paragraph 4 – point a

Text proposed by the Commission Amendment

(a) fully understand the capacities and 
limitations of the high-risk AI system and 
be able to duly monitor its operation, so 
that signs of anomalies, dysfunctions and 
unexpected performance can be detected 
and addressed as soon as possible;

(a) understand the capacities and 
limitations of the high-risk AI system 
and be able to duly monitor its operation, 
so that signs of anomalies, dysfunctions 
and unexpected performance can be 
detected and addressed as soon as possible;

Or. en
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Amendment 683
Sergey Lagodinsky

Proposal for a regulation
Article 14 – paragraph 4 – point e

Text proposed by the Commission Amendment

(e) be able to intervene on the 
operation of the high-risk AI system or 
interrupt the system through a “stop” 
button or a similar procedure.

(e) be able to intervene on the 
operation of the high-risk AI system or 
interrupt the system through a “stop” 
button or a similar procedure that allows 
the system to come to a halt in a safe state.

Or. en

Amendment 684
Sergey Lagodinsky

Proposal for a regulation
Article 14 – paragraph 4 a (new)

Text proposed by the Commission Amendment

4a. The individuals to whom human 
oversight is assigned shall be provided 
with adequate education and training ,as 
well as relevant staff and psychological 
support.

Or. en

Amendment 685
Ibán García Del Blanco, Tiemo Wölken, René Repasi, Maria-Manuel Leitão-Marques

Proposal for a regulation
Article 14 – paragraph 5

Text proposed by the Commission Amendment

5. For high-risk AI systems referred to 
in point 1(a) of Annex III, the measures 
referred to in paragraph 3 shall be such as 
to ensure that, in addition, no action or 

5. For high-risk AI systems referred to 
in point 1(a) of Annex III, the measures 
referred to in paragraph 3 shall be such as 
to ensure that, in addition, no action or 
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decision is taken by the user on the basis of 
the identification resulting from the system 
unless this has been verified and confirmed 
by at least two natural persons.

decision is taken by the user on the basis of 
the identification resulting from the system 
unless this has been verified and confirmed 
by at least two natural persons with the 
necessary competence, training and 
authority.

Or. en

Amendment 686
Brando Benifei

Proposal for a regulation
Article 14 – paragraph 5

Text proposed by the Commission Amendment

5. For high-risk AI systems referred to 
in point 1(a) of Annex III, the measures 
referred to in paragraph 3 shall be such as 
to ensure that, in addition, no action or 
decision is taken by the user on the basis of 
the identification resulting from the system 
unless this has been verified and confirmed 
by at least two natural persons.

5. For high-risk AI systems referred to 
in areas 1, 6 and 7 of Annex III, the 
measures referred to in paragraph 3 shall 
be such as to ensure that, in addition, no 
action or decision is taken by the user on 
the basis of the output resulting from the 
system unless this has been verified and 
confirmed by at least two natural persons.

Or. en

Amendment 687
Sergey Lagodinsky

Proposal for a regulation
Article 14 – paragraph 5

Text proposed by the Commission Amendment

5. For high-risk AI systems referred to 
in point 1(a) of Annex III, the measures 
referred to in paragraph 3 shall be such as 
to ensure that, in addition, no action or 
decision is taken by the user on the basis of 
the identification resulting from the 
system unless this has been verified and 
confirmed by at least two natural persons.

5. For high-risk AI systems referred to 
in point 1(a) and 1(b) of Annex III, the 
measures referred to in paragraph 3 shall 
be such as to ensure that, in addition, no 
action or decision is taken by the user on 
the basis of the output from the system 
unless this has been verified and confirmed 
by at least two natural persons
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Or. en

Amendment 688
Ibán García Del Blanco, Tiemo Wölken, René Repasi, Maria-Manuel Leitão-Marques

Proposal for a regulation
Article 14 – paragraph 5 a (new)

Text proposed by the Commission Amendment

5a. In order to comply with the 
obligations established in this Article, 
developers and deployers shall ensure a 
sufficient level of AI literacy in line with 
New Article 6.

Or. en

Amendment 689
Sergey Lagodinsky

Proposal for a regulation
Article 15 – paragraph 1

Text proposed by the Commission Amendment

1. High-risk AI systems shall be 
designed and developed in such a way that 
they achieve, in the light of their intended 
purpose, an appropriate level of accuracy, 
robustness and cybersecurity, and perform 
consistently in those respects throughout 
their lifecycle.

1. High-risk AI systems shall be 
designed and developed in such a way that 
they achieve, in the light of their intended 
purpose, an appropriate level of accuracy, 
reliability, robustness and cybersecurity, 
and perform consistently in those respects 
throughout their lifecycle.

Or. en

Amendment 690
Kosma Złotowski

Proposal for a regulation
Article 15 – paragraph 3 – introductory part

Text proposed by the Commission Amendment
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3. High-risk AI systems shall be 
resilient as regards errors, faults or 
inconsistencies that may occur within the 
system or the environment in which the 
system operates, in particular due to their 
interaction with natural persons or other 
systems.

3. Providers and deployers should 
take all appropriate and feasible technical 
and organizational measures to ensure 
that high-risk AI systems are resilient as 
regards errors, faults or inconsistencies that 
may occur within the system or the 
environment in which the system operates, 
in particular due to their interaction with 
natural persons or other systems.

Or. en

Amendment 691
Sergey Lagodinsky

Proposal for a regulation
Article 15 – paragraph 4 – subparagraph 1

Text proposed by the Commission Amendment

The technical solutions aimed at ensuring 
the cybersecurity of high-risk AI systems 
shall be appropriate to the relevant 
circumstances and the risks.

The technical and organisational 
measures aimed at ensuring the 
cybersecurity of high-risk AI systems shall 
be appropriate to the relevant 
circumstances and the risks.

Or. en

Amendment 692
Sergey Lagodinsky

Proposal for a regulation
Article 15 – paragraph 4 – subparagraph 2

Text proposed by the Commission Amendment

The technical solutions to address AI 
specific vulnerabilities shall include, where 
appropriate, measures to prevent and 
control for attacks trying to manipulate the 
training dataset (‘data poisoning’), inputs 
designed to cause the model to make a 
mistake (‘adversarial examples’), or model 
flaws.

The technical and organisational 
measures to address AI specific 
vulnerabilities shall include, where 
appropriate, measures to prevent and 
control for attacks trying to manipulate the 
training dataset (‘data poisoning’), inputs 
designed to cause the model to make a 
mistake (‘adversarial examples’), or model 
flaws.
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Or. en

Amendment 693
Sergey Lagodinsky

Proposal for a regulation
Article 16 – paragraph 1 – point a a (new)

Text proposed by the Commission Amendment

(aa) include name and contact 
information;

Or. en

Amendment 694
Sergey Lagodinsky

Proposal for a regulation
Article 16 – paragraph 1 – point d

Text proposed by the Commission Amendment

(d) when under their control, keep the 
logs automatically generated by their high-
risk AI systems;

(d) when under their control, keep the 
logs automatically generated by their high-
risk AI systems for a period of at least ten 
years, or as long as is appropriate in the 
light of the intended purpose of high-risk 
AI system and applicable legal obligations 
under Union or national law ;

Or. en

Amendment 695
Gunnar Beck, Gilles Lebreton

Proposal for a regulation
Article 16 – paragraph 1 – point j a (new)

Text proposed by the Commission Amendment

(ja) Provide an overview of all 
investors, either via direct participation, 
venture capital or bank financing, 
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participating in the development, 
production and distribution of the AI 
system.

Or. en

Justification

Financial transparency should be of paramount importance, also in the assessment of the risk 
of foreign control over an AI system.

Amendment 696
Gilles Lebreton, Jean-Paul Garraud, Gunnar Beck

Proposal for a regulation
Article 18 – paragraph 1

Text proposed by the Commission Amendment

1. Providers of high-risk AI systems 
shall draw up the technical documentation 
referred to in Article 11 in accordance with 
Annex IV.

1. Providers of high-risk AI systems 
shall draw up the technical documentation 
referred to in Article 11 in accordance with 
Annex IV. One of the languages used 
must always by the end user’s language in 
order to prevent any misunderstandings.

Or. fr

Amendment 697
Sergey Lagodinsky

Proposal for a regulation
Article 18 – paragraph 1

Text proposed by the Commission Amendment

1. Providers of high-risk AI systems 
shall draw up the technical documen-tation 
referred to in Article 11 in accordance with 
Annex IV.

1. Providers of high-risk AI systems 
shall draw up the technical documen-tation 
referred to in Article 11 in accordance with 
Annex IV and make it available at the 
request of a national competent authority 
.

Or. en
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Amendment 698
Emmanuel Maurel

Proposal for a regulation
Article 19 – paragraph 1

Text proposed by the Commission Amendment

1. Providers of high-risk AI systems 
shall ensure that their systems undergo the 
relevant conformity assessment procedure 
in accordance with Article 43, prior to their 
placing on the market or putting into 
service. Where the compliance of the AI 
systems with the requirements set out in 
Chapter 2 of this Title has been 
demonstrated following that conformity 
assessment, the providers shall draw up an 
EU declaration of conformity in 
accordance with Article 48 and affix the 
CE marking of conformity in accordance 
with Article 49.

1. Providers of high-risk AI systems 
shall ensure that their systems undergo the 
relevant conformity assessment procedure 
in accordance with Article 43, prior to their 
placing on the market or putting into 
service. Where the compliance of the AI 
systems with the requirements set out in 
Chapter 2 of this Title has been 
demonstrated following that conformity 
assessment, the providers shall draw up an 
EU declaration of conformity in 
accordance with Article 48 and affix the 
CE marking of conformity in accordance 
with Article 49. The conformity 
assessment must be published.

Or. fr

Amendment 699
Sergey Lagodinsky

Proposal for a regulation
Article 20 – paragraph 1

Text proposed by the Commission Amendment

1. Providers of high-risk AI systems 
shall keep the logs automatically 
generated by their high-risk AI systems, to 
the extent such logs are under their 
control by virtue of a contractual 
arrangement with the user or otherwise by 
law. The logs shall be kept for a period 
that is appropriate in the light of the 
intended purpose of high-risk AI system 
and applicable legal obligations under 
Union or national law.

deleted
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Or. en

Amendment 700
Emmanuel Maurel

Proposal for a regulation
Article 20 – paragraph 2

Text proposed by the Commission Amendment

2. Providers that are credit 
institutions regulated by Directive 
2013/36/EU shall maintain the logs 
automatically generated by their high-risk 
AI systems as part of the documentation 
under Articles 74 of that Directive.

deleted

Or. fr

Amendment 701
Sergey Lagodinsky

Proposal for a regulation
Article 20 – paragraph 2

Text proposed by the Commission Amendment

2. Providers that are credit institutions 
regulated by Directive 2013/36/EU shall 
maintain the logs automatically generated 
by their high-risk AI systems as part of the 
documentation under Articles 74 of that 
Directive.

2. Providers that are credit institutions 
regulated by Directive 2013/36/EU shall 
maintain the logs pursuant to Article 
16(1)(d) automatically generated by their 
high-risk AI systems as part of the 
documentation under Articles 74 of that 
Directive.

Or. en

Amendment 702
Sergey Lagodinsky

Proposal for a regulation
Article 21 – paragraph 1
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Text proposed by the Commission Amendment

Providers of high-risk AI systems which 
consider or have reason to consider that a 
high-risk AI system which they have 
placed on the market or put into service is 
not in conformity with this Regulation 
shall immediately take the necessary 
corrective actions to bring that system into 
conformity, to withdraw it or to recall it, as 
appropriate. They shall inform the 
distributors of the high-risk AI system in 
question and, where applicable, the 
authorised representative and importers 
accordingly.

Providers of high-risk AI systems which 
consider or have reason to consider that a 
high-risk AI system which they have 
placed on the market or put into service is 
not in conformity with this Regulation 
shall immediately inform the competent 
authorities and take the necessary 
corrective actions to bring that system into 
conformity, to withdraw it or to recall it, as 
appropriate. They shall inform the 
distributors and users/deployers of the 
high-risk AI system in question and, where 
applicable, the authorised representative 
and importers accordingly.

Or. en

Amendment 703
Emmanuel Maurel

Proposal for a regulation
Article 21 – paragraph 1

Text proposed by the Commission Amendment

Providers of high-risk AI systems which 
consider or have reason to consider that a 
high-risk AI system which they have 
placed on the market or put into service is 
not in conformity with this Regulation 
shall immediately take the necessary 
corrective actions to bring that system into 
conformity, to withdraw it or to recall it, as 
appropriate. They shall inform the 
distributors of the high-risk AI system in 
question and, where applicable, the 
authorised representative and importers 
accordingly.

Providers of high-risk AI systems which 
consider, have reason to consider or have 
been notified by a supervisory authority 
that a high-risk AI system which they have 
placed on the market or put into service is 
not in conformity with this Regulation 
shall immediately take the necessary 
corrective actions to bring that system into 
conformity, to withdraw it or to recall it, as 
appropriate. They shall inform the 
distributors of the high-risk AI system in 
question and, where applicable, the 
authorised representative and importers 
accordingly.

Or. fr

Amendment 704
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Sergey Lagodinsky

Proposal for a regulation
Article 22 – paragraph 1

Text proposed by the Commission Amendment

Where the high-risk AI system presents a 
risk within the meaning of Article 65(1) 
and that risk is known to the provider of 
the system, that provider shall immediately 
inform the national competent authorities 
of the Member States in which it made the 
system available and, where applicable, the 
notified body that issued a certificate for 
the high-risk AI system, in particular of the 
non-compliance and of any corrective 
actions taken.

Where the high-risk AI system presents a 
risk within the meaning of Article 65(1) 
and the provider of the system becomes 
aware of that risk, that provider shall 
immediately inform the competent 
authorities of the Member States in which 
it made the system available and, where 
applicable, the notified body that issued a 
certificate for the high-risk AI system, in 
particular of the non-compliance and of 
any corrective actions taken.

Or. en

Amendment 705
Sergey Lagodinsky

Proposal for a regulation
Article 27 – paragraph 2

Text proposed by the Commission Amendment

2. Where a distributor considers or has 
reason to consider that a high-risk AI 
system is not in conformity with the 
requirements set out in Chapter 2 of this 
Title, it shall not make the high-risk AI 
system available on the market until that 
system has been brought into conformity 
with those requirements. Furthermore, 
where the system presents a risk within the 
meaning of Article 65(1), the distributor 
shall inform the provider or the importer of 
the system, as applicable, to that effect.

2. Where a distributor considers or has 
reason to consider that a high-risk AI 
system is not in conformity with the 
requirements set out in Chapter 2 of this 
Title, it shall not make the high-risk AI 
system available on the market until that 
system has been brought into conformity 
with those requirements. Furthermore, 
where the system presents a risk within the 
meaning of Article 65(1), the distributor 
shall inform the competent authorities and 
the provider or the importer of the system, 
as applicable, to that effect.

Or. en
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Amendment 706
Sergey Lagodinsky

Proposal for a regulation
Article 27 – paragraph 4

Text proposed by the Commission Amendment

4. A distributor that considers or has 
reason to consider that a high-risk AI 
system which it has made available on the 
market is not in conformity with the 
requirements set out in Chapter 2 of this 
Title shall take the corrective actions 
necessary to bring that system into 
conformity with those requirements, to 
withdraw it or recall it or shall ensure that 
the provider, the importer or any relevant 
operator, as appropriate, takes those 
corrective actions. Where the high-risk AI 
system presents a risk within the meaning 
of Article 65(1), the distributor shall 
immediately inform the national 
competent authorities of the Member States 
in which it has made the product available 
to that effect, giving details, in particular, 
of the non-compliance and of any 
corrective actions taken.

4. A distributor that considers or has 
reason to consider that a high-risk AI 
system which it has made available on the 
market is not in conformity with the 
requirements set out in Chapter 2 of this 
Title shall take the corrective actions 
necessary to bring that system into 
conformity with those requirements, to 
withdraw it or recall it or shall ensure that 
the provider, the importer or any relevant 
operator, as appropriate, takes those 
corrective actions. Where the high-risk AI 
system presents a risk within the meaning 
of Article 65(1), the distributor shall 
immediately inform the competent 
authorities of the Member States in which 
it has made the product available to that 
effect, giving details, in particular, of the 
non-compliance and of any corrective 
actions taken.

Or. en

Amendment 707
Sergey Lagodinsky

Proposal for a regulation
Article 27 – paragraph 5

Text proposed by the Commission Amendment

5. Upon a reasoned request from a 
national competent authority, distributors 
of high-risk AI systems shall provide that 
authority with all the information and 
documentation necessary to demonstrate 
the conformity of a high-risk system with 
the requirements set out in Chapter 2 of 
this Title. Distributors shall also cooperate 

5. Upon a reasoned request from a 
national competent authority, distributors 
of high-risk AI systems shall provide that 
authority with all the information and 
documentation necessary to demonstrate 
the conformity of a high-risk system with 
the requirements set out in Chapter 2 of 
this Title. Distributors shall also cooperate 
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with that national competent authority on 
any action taken by that authority.

with that competent authority on any action 
taken by that authority.

Or. en

Amendment 708
Sergey Lagodinsky

Proposal for a regulation
Article 29 – title

Text proposed by the Commission Amendment

Obligations of users of high-risk AI 
systems

Obligations of deployers of high-risk AI 
systems

(This amendment applies throughout the 
text. Adopting it will necessitate 
corresponding changes throughout.)

Or. en

Amendment 709
Sergey Lagodinsky

Proposal for a regulation
Article 29 – paragraph 1

Text proposed by the Commission Amendment

1. Users of high-risk AI systems shall 
use such systems in accordance with the 
instructions of use accompanying the 
systems, pursuant to paragraphs 2 and 5.

1. Users of high-risk AI systems shall 
take appropriate organisational measures 
and ensure that use of such systems takes 
place in accordance with the instructions of 
use accompanying the systems and enables 
human oversight and decision-making.

Or. en

Amendment 710
Ibán García Del Blanco, Tiemo Wölken, René Repasi, Maria-Manuel Leitão-Marques

Proposal for a regulation
Article 29 – paragraph 1 a (new)
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Text proposed by the Commission Amendment

1a. In order to comply with the 
obligations established in this Article, as 
well as to be able to justify their possible 
non-compliance, deployers of high-risk AI 
systems shall ensure a sufficient level of 
AI literacy in line with New Article 6.

Or. en

Amendment 711
Kosma Złotowski

Proposal for a regulation
Article 29 – paragraph 1 a (new)

Text proposed by the Commission Amendment

1a. Users shall bear sole responsibility 
in case of any use of the AI system that is 
not in accordance with the instructions of 
use accompanying the systems.

Or. en

Amendment 712
Sergey Lagodinsky

Proposal for a regulation
Article 29 – paragraph 1 a (new)

Text proposed by the Commission Amendment

1a. Deployers shall identify the 
categories of natural persons and groups 
likely to be affected by the system before 
putting it into use.

Or. en

Amendment 713
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Sergey Lagodinsky

Proposal for a regulation
Article 29 – paragraph 1 b (new)

Text proposed by the Commission Amendment

1b. Human oversight following 
paragraph 1 shall be assigned to natural 
persons having the necessary 
competences, training, authority and 
independence.

Or. en

Amendment 714
Emmanuel Maurel

Proposal for a regulation
Article 29 – paragraph 4 – introductory part

Text proposed by the Commission Amendment

4. Users shall monitor the operation of 
the high-risk AI system on the basis of the 
instructions of use. When they have 
reasons to consider that the use in 
accordance with the instructions of use 
may result in the AI system presenting a 
risk within the meaning of Article 65(1) 
they shall inform the provider or distributor 
and suspend the use of the system. They 
shall also inform the provider or distributor 
when they have identified any serious 
incident or any malfunctioning within the 
meaning of Article 62 and interrupt the use 
of the AI system. In case the user is not 
able to reach the provider, Article 62 shall 
apply mutatis mutandis.

4. Users shall monitor the operation of 
the high-risk AI system on the basis of the 
instructions of use. When they have 
reasons to consider that the use in 
accordance with the instructions of use 
may result in the AI system presenting a 
risk within the meaning of Article 65(1) 
they shall inform the national competent 
authorities, provider or distributor and 
suspend the use of the system. They shall 
also inform the national competent 
authorities, provider or distributor when 
they have identified any serious incident or 
any malfunctioning within the meaning of 
Article 62 and interrupt the use of the AI 
system. In case the user is not able to reach 
the provider, Article 62 shall apply mutatis 
mutandis.

Or. fr

Amendment 715
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Sergey Lagodinsky

Proposal for a regulation
Article 29 – paragraph 5 – introductory part

Text proposed by the Commission Amendment

5. Users of high-risk AI systems shall 
keep the logs automatically generated by 
that high-risk AI system, to the extent such 
logs are under their control. The logs shall 
be kept for a period that is appropriate in 
the light of the intended purpose of the 
high-risk AI system and applicable legal 
obligations under Union or national law.

5. Users of high-risk AI systems shall 
keep the logs automatically generated by 
that high-risk AI system, to the extent such 
logs are under their control. The logs shall 
be kept for a period of at least ten years, or 
as long as is appropriate in the light of the 
intended purpose of the high-risk AI 
system and applicable legal obligations 
under Union or national law.

Or. en

Amendment 716
Emmanuel Maurel

Proposal for a regulation
Article 29 – paragraph 5 – subparagraph 1

Text proposed by the Commission Amendment

Users that are credit institutions regulated 
by Directive 2013/36/EU shall maintain 
the logs as part of the documentation 
concerning internal governance 
arrangements, processes and mechanisms 
pursuant to Article 74 of that Directive.

deleted

Or. fr

Amendment 717
Sergey Lagodinsky

Proposal for a regulation
Article 29 a (new)

Text proposed by the Commission Amendment

Article 29a
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Fundamental rights impact assessments 
for high-risk AI systems

1. Deployers of high-risk AI systems 
shall assess a system’s fundamental rights 
impact in the context of its use before 
putting it into use. This assessment shall 
include at least the following:
(a) the intended purpose;
(b) the intended geographic and 
temporal scope;
(c) an assessment of the legality in 
accordance with Union law, fundamental 
rights, and accessibility requirements;
(d) an assessment of the likely impact 
for the public interest and on 
fundamental rights, including any 
indirect impacts or consequences;
(e) an assessment of the likely impact 
on marginalised or underrepresented 
persons or groups;
(f) the system's impact on the 
environment, including the energy 
consumption of all phases of the system’s 
lifecycle;
(g) adequate measures to mitigate 
risks and harm, and an assessment of 
their likely effectiveness.
2. If measures pursuant to point g of 
paragraph 1 cannot be identified, the 
system shall not be put into use. Market 
surveillance authorities should take this 
information into account when 
investigating systems which present a risk.
3. The obligation pursuant to 
paragraph 1 applies to each new 
deployment of the high-risk AI system.
4. The deployer shall submit the 
impact assessment to the competent 
authorities and relevant stakeholders and 
allow for a period of six weeks for these to 
respond. The deployer shall take these 
responses into account before putting the 
system into use.
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5. Where the deployer decides to put 
the high-risk AI system into use, it shall 
make the results of the impact assessment 
available publicly as part of the 
registration of use pursuant to Article 
51(2).
6. Where the deployer is already 
required to carry out a data protection 
impact assessment under Article 35 of 
Regulation (EU) 2016/679 or Article 27 of 
Directive (EU) 2016/680, the impact 
assessment outlined in paragraph 1 shall 
be conducted in conjunction to the data 
protection impact assessment and be 
published as an addendum.
7. Deployers shall take into account 
the information provided under Article 13 
to comply with their obligations under 
paragraph 1.
8. Where the deployer finds that the 
use of a high-risk AI system poses a 
particular risk to a person or group 
identified pursuant to Article 29(1 a), it 
shall notify established representatives or 
interest groups that act on behalf of those 
persons or groups before putting the 
system into use, allow for their response 
and take it into account for the purpose of 
the impact assessment.

Or. en

Amendment 718
Karen Melchior, Yana Toom

Proposal for a regulation
Article 29 a (new)

Text proposed by the Commission Amendment

Article 29a
Recourse for parties affected by decisions 
of high-risk Artificial Intelligence systems
1. Where the decision of a high-risk 
Artificial Intelligence system directly 
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affects a natural person, that person is 
entitled to an explanation of the decision, 
including but not limited to:
(a) The inputs taken into account by 
the Artificial Intelligence solution in 
decision-making.
(b) Where feasible, the inputs that had 
the strongest influence on the decision.
2. Where the decision of a high-risk 
Artificial Intelligence system directly 
affects a natural persons economic or 
social prospects (for instance, job or 
educational opportunities, access to 
benefits, public services or credit), and 
without prejudice to existing sectoral 
legislation, that person may request that 
the decision be re-evaluated by a human 
being. This re-evaluation must take place 
within reasonable time following the 
request.

Or. en

Justification

This addition expands Citizens' right to recourse and information when affected by high-risk 
Artificial Intelligence Systems. It aims to build trust among Citizens.

Amendment 719
Kosma Złotowski

Proposal for a regulation
Article 33 – paragraph 2 a (new)

Text proposed by the Commission Amendment

2a. Notified bodies shall satisfy the 
minimum cybersecurity requirements set 
out for public administration entities 
identified as operators of essential 
services pursuant to Directive (…) on 
measures for a high common level of 
cybersecurity across the Union, repealing 
Directive (EU) 2016/1148;

Or. en
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Amendment 720
Kosma Złotowski

Proposal for a regulation
Article 33 – paragraph 6

Text proposed by the Commission Amendment

6. Notified bodies shall have 
documented procedures in place ensuring 
that their personnel, committees, 
subsidiaries, subcontractors and any 
associated body or personnel of external 
bodies respect the confidentiality of the 
information which comes into their 
possession during the performance of 
conformity assessment activities, except 
when disclosure is required by law. The 
staff of notified bodies shall be bound to 
observe professional secrecy with regard to 
all information obtained in carrying out 
their tasks under this Regulation, except in 
relation to the notifying authorities of the 
Member State in which their activities are 
carried out.

6. Notified bodies shall have 
documented procedures in place ensuring 
that their personnel, committees, 
subsidiaries, subcontractors and any 
associated body or personnel of external 
bodies respect the confidentiality of the 
information which comes into their 
possession during the performance of 
conformity assessment activities, except 
when disclosure is required by law. The 
staff of notified bodies shall be bound to 
observe professional secrecy with regard to 
all information obtained in carrying out 
their tasks under this Regulation, except in 
relation to the notifying authorities of the 
Member State in which their activities are 
carried out. Any information and 
documentation obtained by notified bodies 
pursuant to the provisions of this Article 
shall be treated in compliance with the 
confidentiality obligations set out in 
Article 70.

Or. en

Amendment 721
Sergey Lagodinsky

Proposal for a regulation
Article 37 – paragraph 1

Text proposed by the Commission Amendment

1. The Commission shall, where 
necessary, investigate all cases where there 
are reasons to doubt whether a notified 
body complies with the requirements laid 

1. The Commission shall investigate 
all cases where there are reasons to doubt 
whether a notified body complies with the 
requirements laid down in Article 33.
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down in Article 33.

Or. en

Amendment 722
Sergey Lagodinsky

Proposal for a regulation
Article 37 – paragraph 4

Text proposed by the Commission Amendment

4. Where the Commission ascertains 
that a notified body does not meet or no 
longer meets the requirements laid down in 
Article 33, it shall adopt a reasoned 
decision requesting the notifying Member 
State to take the necessary corrective 
measures, including withdrawal of 
notification if necessary. That 
implementing act shall be adopted in 
accordance with the examination procedure 
referred to in Article 74(2).

4. Where the Commission ascertains 
that a notified body does not meet or no 
longer meets the requirements laid down in 
Article 33, it shall adopt a reasoned 
decision requesting the notifying Member 
State to take the necessary corrective 
measures, including withdrawal of 
notification if applicable. That 
implementing act shall be adopted in 
accordance with the examination procedure 
referred to in Article 74(2).

Or. en

Amendment 723
Kosma Złotowski

Proposal for a regulation
Article 41

Text proposed by the Commission Amendment

Article 41 deleted
Common specifications
1. Where harmonised standards 
referred to in Article 40 do not exist or 
where the Commission considers that the 
relevant harmonised standards are 
insufficient or that there is a need to 
address specific safety or fundamental 
right concerns, the Commission may, by 
means of implementing acts, adopt 
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common specifications in respect of the 
requirements set out in Chapter 2 of this 
Title. Those implementing acts shall be 
adopted in accordance with the 
examination procedure referred to in 
Article 74(2).
2. The Commission, when preparing 
the common specifications referred to in 
paragraph 1, shall gather the views of 
relevant bodies or expert groups 
established under relevant sectorial Union 
law.
3. High-risk AI systems which are in 
conformity with the common 
specifications referred to in paragraph 1 
shall be presumed to be in conformity 
with the requirements set out in Chapter 2 
of this Title, to the extent those common 
specifications cover those requirements.
4. Where providers do not comply 
with the common specifications referred 
to in paragraph 1, they shall duly justify 
that they have adopted technical solutions 
that are at least equivalent thereto.

Or. en

Amendment 724
Emmanuel Maurel

Proposal for a regulation
Article 41 – paragraph 2

Text proposed by the Commission Amendment

2. The Commission, when preparing 
the common specifications referred to in 
paragraph 1, shall gather the views of 
relevant bodies or expert groups 
established under relevant sectorial Union 
law.

2. The Commission, when preparing 
the common specifications referred to in 
paragraph 1, shall gather the views of 
relevant bodies or expert groups 
established under relevant sectorial Union 
law. It shall also consult the European 
Artificial Intelligence Board.

Or. fr



PE730.041v01-00 96/105 AM\1252636EN.docx

EN

Amendment 725
Sergey Lagodinsky

Proposal for a regulation
Article 43 – paragraph 1 – introductory part

Text proposed by the Commission Amendment

1. For high-risk AI systems listed in 
point 1 of Annex III, where, in 
demonstrating the compliance of a high-
risk AI system with the requirements set 
out in Chapter 2 of this Title, the provider 
has applied harmonised standards 
referred to in Article 40, or, where 
applicable, common specifications 
referred to in Article 41, the provider shall 
follow one of the following procedures:

1. For high-risk AI systems listed in 
Annex III, the provider shall carry out an 
ex-ante third-party conformity assessment

Or. en

Amendment 726
Emmanuel Maurel

Proposal for a regulation
Article 43 – paragraph 1 – introductory part

Text proposed by the Commission Amendment

1. For high-risk AI systems listed in 
point 1 of Annex III, where, in 
demonstrating the compliance of a high-
risk AI system with the requirements set 
out in Chapter 2 of this Title, the provider 
has applied harmonised standards referred 
to in Article 40, or, where applicable, 
common specifications referred to in 
Article 41, the provider shall follow one of 
the following procedures:

1. For high-risk AI systems listed in 
point 1 of Annex III, where, in 
demonstrating the compliance of a high-
risk AI system with the requirements set 
out in Chapter 2 of this Title, the provider 
has applied harmonised standards referred 
to in Article 40, or, where applicable, 
common specifications referred to in 
Article 41, the provider shall follow the 
following procedure:

Or. fr

Amendment 727
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Emmanuel Maurel

Proposal for a regulation
Article 43 – paragraph 1 – point a

Text proposed by the Commission Amendment

(a) the conformity assessment 
procedure based on internal control 
referred to in Annex VI;

deleted

Or. fr

Amendment 728
Sergey Lagodinsky

Proposal for a regulation
Article 43 – paragraph 1 – point a

Text proposed by the Commission Amendment

(a) the conformity assessment 
procedure based on internal control 
referred to in Annex VI;

deleted

Or. en

Amendment 729
Sergey Lagodinsky

Proposal for a regulation
Article 43 – paragraph 1 – point b

Text proposed by the Commission Amendment

(b) the conformity assessment 
procedure based on assessment of the 
quality management system and 
assessment of the technical 
documentation, with the involvement of a 
notified body, referred to in Annex VII.

deleted

Or. en
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Amendment 730
Emmanuel Maurel

Proposal for a regulation
Article 43 – paragraph 1 – point b

Text proposed by the Commission Amendment

(b) the conformity assessment 
procedure based on assessment of the 
quality management system and 
assessment of the technical documentation, 
with the involvement of a notified body, 
referred to in Annex VII.

(b) the conformity assessment 
procedure is based on assessment of the 
quality management system and 
assessment of the technical documentation, 
with the involvement of a notified body, 
referred to in Annex VII.

Or. fr

Amendment 731
Sergey Lagodinsky

Proposal for a regulation
Article 43 – paragraph 1 – subparagraph 1

Text proposed by the Commission Amendment

Where, in demonstrating the compliance 
of a high-risk AI system with the 
requirements set out in Chapter 2 of this 
Title, the provider has not applied or has 
applied only in part harmonised standards 
referred to in Article 40, or where such 
harmonised standards do not exist and 
common specifications referred to in 
Article 41 are not available, the provider 
shall follow the conformity assessment 
procedure set out in Annex VII.

following the conformity assessment 
procedure set out in Annex VII.

Or. en

Justification

(continuation of paragraph 1)

Amendment 732
Sergey Lagodinsky
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Proposal for a regulation
Article 43 – paragraph 2

Text proposed by the Commission Amendment

2. For high-risk AI systems referred 
to in points 2 to 8 of Annex III, providers 
shall follow the conformity assessment 
procedure based on internal control as 
referred to in Annex VI, which does not 
provide for the involvement of a notified 
body. For high-risk AI systems referred to 
in point 5(b) of Annex III, placed on the 
market or put into service by credit 
institutions regulated by Directive 
2013/36/EU, the conformity assessment 
shall be carried out as part of the procedure 
referred to in Articles 97 to101 of that 
Directive.

2. For high-risk AI systems referred to 
in point 5(b) of Annex III, placed on the 
market or put into service by credit 
institutions regulated by Directive 
2013/36/EU, the conformity assessment 
shall be carried out as part of the procedure 
referred to in Articles 97 to101 of that 
Directive.

Or. en

Amendment 733
Emmanuel Maurel

Proposal for a regulation
Article 43 – paragraph 2

Text proposed by the Commission Amendment

2. For high-risk AI systems referred 
to in points 2 to 8 of Annex III, providers 
shall follow the conformity assessment 
procedure based on internal control as 
referred to in Annex VI, which does not 
provide for the involvement of a notified 
body. For high-risk AI systems referred to 
in point 5(b) of Annex III, placed on the 
market or put into service by credit 
institutions regulated by Directive 
2013/36/EU, the conformity assessment 
shall be carried out as part of the procedure 
referred to in Articles 97 to101 of that 
Directive.

2. For high-risk AI systems, providers 
shall follow the conformity assessment 
procedure the conformity assessment 
procedure based on assessment of the 
quality management system and 
assessment of the technical 
documentation, with the involvement of a 
notified body, referred to in Annex VII. 
For high-risk AI systems referred to in 
point 5(b) of Annex III, placed on the 
market or put into service by credit 
institutions regulated by Directive 
2013/36/EU, the conformity assessment 
shall be carried out as part of the procedure 
referred to in Articles 97 to101 of that 
Directive.
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Or. fr

Amendment 734
Sergey Lagodinsky

Proposal for a regulation
Article 43 – paragraph 3 – subparagraph 2

Text proposed by the Commission Amendment

Where the legal acts listed in Annex II, 
section A, enable the manufacturer of the 
product to opt out from a third-party 
conformity assessment, provided that that 
manufacturer has applied all harmonised 
standards covering all the relevant 
requirements, that manufacturer may 
make use of that option only if he has also 
applied harmonised standards or, where 
applicable, common specifications 
referred to in Article 41, covering the 
requirements set out in Chapter 2 of this 
Title.

deleted

Or. en

Amendment 735
Emmanuel Maurel

Proposal for a regulation
Article 43 – paragraph 6

Text proposed by the Commission Amendment

6. The Commission is empowered to 
adopt delegated acts to amend paragraphs 
1 and 2 in order to subject high-risk AI 
systems referred to in points 2 to 8 of 
Annex III to the conformity assessment 
procedure referred to in Annex VII or 
parts thereof. The Commission shall 
adopt such delegated acts taking into 
account the effectiveness of the 
conformity assessment procedure based 
on internal control referred to in Annex 

deleted
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VI in preventing or minimizing the risks 
to health and safety and protection of 
fundamental rights posed by such systems 
as well as the availability of adequate 
capacities and resources among notified 
bodies.

Or. fr

Amendment 736
Sergey Lagodinsky

Proposal for a regulation
Article 43 – paragraph 6

Text proposed by the Commission Amendment

6. The Commission is empowered to 
adopt delegated acts to amend paragraphs 
1 and 2 in order to subject high-risk AI 
systems referred to in points 2 to 8 of 
Annex III to the conformity assessment 
procedure referred to in Annex VII or 
parts thereof. The Commission shall 
adopt such delegated acts taking into 
account the effectiveness of the 
conformity assessment procedure based 
on internal control referred to in Annex 
VI in preventing or minimizing the risks 
to health and safety and protection of 
fundamental rights posed by such systems 
as well as the availability of adequate 
capacities and resources among notified 
bodies.

deleted

Or. en

Amendment 737
Emmanuel Maurel

Proposal for a regulation
Article 47 – paragraph 2

Text proposed by the Commission Amendment
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2. The authorisation referred to in 
paragraph 1 shall be issued only if the 
market surveillance authority concludes 
that the high-risk AI system complies with 
the requirements of Chapter 2 of this Title. 
The market surveillance authority shall 
inform the Commission and the other 
Member States of any authorisation issued 
pursuant to paragraph 1.

2. The authorisation referred to in 
paragraph 1 shall be issued only if the 
market surveillance authority concludes 
that the high-risk AI system complies with 
the requirements of Chapter 2 of this Title. 
The market surveillance authority shall 
inform the Commission, the European 
Data Protection Supervisor, the national 
data protection authorities as defined by 
Article 51 of Regulation (EU) 2016/679 
and the other Member States of any 
authorisation issued pursuant to paragraph 
1.

Or. fr

Amendment 738
Emmanuel Maurel

Proposal for a regulation
Article 47 – paragraph 3

Text proposed by the Commission Amendment

3. Where, within 15 calendar days of 
receipt of the information referred to in 
paragraph 2, no objection has been raised 
by either a Member State or the 
Commission in respect of an authorisation 
issued by a market surveillance authority 
of a Member State in accordance with 
paragraph 1, that authorisation shall be 
deemed justified.

3. Where, within 15 calendar days of 
receipt of the information referred to in 
paragraph 2, no objection has been raised 
by either a Member State or the 
Commission, by the European Data 
Protection Supervisor or by a national 
data protection authority as defined by 
Article 51 of Regulation (EU) 2016/679 in 
respect of an authorisation issued by a 
market surveillance authority of a Member 
State in accordance with paragraph 1, that 
authorisation shall be deemed justified.

Or. fr

Amendment 739
Emmanuel Maurel

Proposal for a regulation
Article 50 – paragraph 1 – introductory part
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Text proposed by the Commission Amendment

The provider shall, for a period ending 10 
years after the AI system has been placed 
on the market or put into service, keep at 
the disposal of the national competent 
authorities:

The provider shall, for an unlimited period 
after the AI system has been placed on the 
market or put into service, keep at the 
disposal of the national competent 
authorities:

Or. fr

Amendment 740
Emmanuel Maurel

Proposal for a regulation
Title IV

Text proposed by the Commission Amendment

TRANSPARENCY OBLIGATIONS FOR 
CERTAIN AI SYSTEMS

TRANSPARENCY OBLIGATIONS FOR 
AI SYSTEMS

Or. fr

Amendment 741
Ibán García Del Blanco, Tiemo Wölken, René Repasi, Maria-Manuel Leitão-Marques

Proposal for a regulation
Title IV

Text proposed by the Commission Amendment

TRANSPARENCY OBLIGATIONS FOR 
CERTAIN AI SYSTEMS

TRANSPARENCY OBLIGATIONS

Or. en

Amendment 742
Sergey Lagodinsky

Proposal for a regulation
Title IV
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Text proposed by the Commission Amendment

TRANSPARENCY OBLIGATIONS FOR 
CERTAIN AI SYSTEMS

TRANSPARENCY OBLIGATIONS

Or. en

Amendment 743
Emmanuel Maurel

Proposal for a regulation
Article 52 – title

Text proposed by the Commission Amendment

Transparency obligations for certain AI 
systems

Transparency obligations for all AI 
systems

Or. fr

Amendment 744
Ibán García Del Blanco, Tiemo Wölken, René Repasi, Maria-Manuel Leitão-Marques

Proposal for a regulation
Article 52 – title

Text proposed by the Commission Amendment

Transparency obligations for certain AI 
systems

Transparency obligations

Or. en

Amendment 745
Emmanuel Maurel

Proposal for a regulation
Article 52 – paragraph 1

Text proposed by the Commission Amendment

1. Providers shall ensure that AI 
systems intended to interact with natural 

1. Providers shall ensure that AI 
systems intended to interact with natural 
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persons are designed and developed in 
such a way that natural persons are 
informed that they are interacting with an 
AI system, unless this is obvious from the 
circumstances and the context of use. 
This obligation shall not apply to AI 
systems authorised by law to detect, 
prevent, investigate and prosecute 
criminal offences, unless those systems 
are available for the public to report a 
criminal offence.

persons are designed and developed in 
such a way that natural persons, especially 
those who are least familiar with digital 
technologies, are informed that they are 
interacting with an AI system.

Or. fr

Amendment 746
Ibán García Del Blanco, Tiemo Wölken, René Repasi

Proposal for a regulation
Article 52 – paragraph 1

Text proposed by the Commission Amendment

1. Providers shall ensure that AI 
systems intended to interact with natural 
persons are designed and developed in 
such a way that natural persons are 
informed that they are interacting with an 
AI system, unless this is obvious from the 
circumstances and the context of use. This 
obligation shall not apply to AI systems 
authorised by law to detect, prevent, 
investigate and prosecute criminal 
offences, unless those systems are 
available for the public to report a criminal 
offence.

1. Developers and deployers shall 
ensure that AI systems used to interact 
with natural persons are designed and 
developed in such a way that natural 
persons are informed, in a timely, clear 
and intelligible manner that they are 
interacting with an AI system, unless this is 
obvious from the circumstances and the 
context of use. This information shall also 
include, as appropriate, the functions that 
are AI enabled, and the rights and 
processes to allow natural persons to 
appeal against the application of such AI 
systems to them. This obligation shall not 
apply to AI systems authorised by law to 
detect, prevent, investigate and prosecute 
criminal offences, unless those systems are 
available for the public to report a criminal 
offence.

Or. en


