
AM\1253012EN.docx PE730.106v01-00

EN United in diversity EN

European Parliament
2019-2024

Committee on Industry, Research and Energy

2021/0106(COD)

31.3.2022

AMENDMENTS
382 - 663
Draft opinion
Eva Maydell
(PE719.801v01-00)

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))



PE730.106v01-00 2/148 AM\1253012EN.docx

EN

AM_Com_LegOpinion



AM\1253012EN.docx 3/148 PE730.106v01-00

EN

Amendment 382
Henna Virkkunen

Proposal for a regulation
Article 9 – paragraph 1

Text proposed by the Commission Amendment

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

1. A risk management system shall be 
maintained in relation to high-risk AI 
systems.

Or. en

Justification

The article is very detailed and difficult to read. Therefore it is suggested to remove the 
detailed requirements on the process and concentrate only on the essential requirements on 
risk-management systems.

Amendment 383
Henna Virkkunen

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 
comprise the following steps:

Or. en

Amendment 384
Elena Kountoura

Proposal for a regulation
Article 9 – paragraph 2 – introductory part
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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, including 
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 385
Elena Kountoura

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

Text proposed by the Commission Amendment

(a) identification and analysis of the 
known and foreseeable risks associated 
with each high-risk AI system;

(a) identification and analysis of the 
known and foreseeable risks associated 
with each high-risk AI system; In 
particular the risks that a high-risk AI 
system will:
(i) affect a person’s legal rights or legal 
status;
(ii) affect a person’s access to credit, 
education, employment, healthcare, 
housing, insurance, or social welfare 
benefits or services, or the terms on which 
these are provided;
(iii) undermine a person's safety;
(iv) result in significant physical or 
psychological harm to a person;
(v) restrict, infringe, or undermine the 
ability to realize a person’s fundamental 
rights;
(vi) breach of obligations under Union 
law intended to protect personal data;
(vii) result in serious damage to the 
environment;
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(viii) fail to achieve a high level of 
cybersecurity;

Or. en

Amendment 386
Francesca Donato

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

Text proposed by the Commission Amendment

(a) identification and analysis of the 
known and foreseeable risks associated 
with each high-risk AI system;

(a) identification and analysis of the 
known or any foreseeable risks associated 
with each high-risk AI system;

Or. it

Amendment 387
Henna Virkkunen

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

Text proposed by the Commission Amendment

(c) evaluation of other possibly arising 
risks based on the analysis of data gathered 
from the post-market monitoring system 
referred to in Article 61;

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

Or. en

Amendment 388
Elena Kountoura

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

Text proposed by the Commission Amendment

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

management measures in accordance with 
the provisions of the following paragraphs.

Or. en

Amendment 389
Miapetra Kumpula-Natri
on behalf of the S&D Group

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

Text proposed by the Commission Amendment

2a. The risks referred to in paragraph 
2 shall concern only those which may be 
sufficiently mitigated or eliminated 
through the use, development or design of 
the high-risk AI system, or the provision 
of adequate technical information.

Or. en

Amendment 390
Henna Virkkunen

Proposal for a regulation
Article 9 – paragraph 3

Text proposed by the Commission Amendment

3. The risk management measures 
referred to in paragraph 2, point (d) shall 
give due consideration to the effects and 
possible interactions resulting from the 
combined application of the requirements 
set out in this Chapter 2. They shall take 
into account the generally acknowledged 
state of the art, including as reflected in 
relevant harmonised standards or common 
specifications.

3. The risk management measures 
shall give due consideration to the effects 
and possible interactions resulting from the 
combined application of the requirements 
set out in this Chapter 2. They shall take 
into account the generally acknowledged 
state of the art, including as reflected in 
relevant harmonised standards or common 
specifications.

Or. en
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Amendment 391
Elena Kountoura

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 shall be communicated to the 
user in a clear, easily understandable and 
intelligible way.

Or. en

Amendment 392
Henna Virkkunen

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 
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.

Or. en
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Amendment 393
Francesca Donato

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 limited and acceptable by the user, 
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.

Or. it

Amendment 394
Robert Roos

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 shall be communicated to the 
user or end-user when applicable.

Or. en

Amendment 395
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Elena Kountoura

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, 
refugees or other vulnerable groups.

Or. en

Amendment 396
Jordi Solé
on behalf of the Greens/EFA Group

Proposal for a regulation
Article 9 – paragraph 8 a (new)

Text proposed by the Commission Amendment

8a. The risk management system shall 
always identify significant impact on the 
environment through, inter alia, AI 
compute-related energy consumption, 
efficiency in data use, when compared 
with other, state-of-the-art AI systems or 
if it may result in significant 
environmental impacts or greenhouse gas 
emissions through the way AI is applied.

Or. en

Justification

The energy consumption and its consequences need to be taken into account.

Amendment 397
Jordi Solé
on behalf of the Greens/EFA Group
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Proposal for a regulation
Article 9 a (new)

Text proposed by the Commission Amendment

Article 9 a
Impact of AI on energy consumption

1. All AI systems shall be designed and 
developed to make use of state-of-the-art 
methods and best practice to reduce 
greenhouse gas emissions, computational 
complexities, increase energy efficiency 
and the efficiency of data of the system 
in productive use. This includes 
techniques involving the training and re-
training or models. They shall be 
developed and established with 
capabilities that enable the measurement 
of the energy consumed and/or other 
environmental impact that the productive 
use of the systems may have. 
2. Providers of high-risk AI systems shall 
perform an environmental sustainability 
assessment, including on energy use, over 
its entire lifecycle.
3. The assessment referred in paragraph 2 
shall include information relating to: 
(a) energy consumption; 
(b) greenhouse gas emissions; 
(c) water and marine resources; 
(d) resource use, including rare metals, 
minerals and the circular economy; 
(e) pollution; 
(f) biodiversity and ecosystems. 
4. The assessment shall be structured in a 
standardised, machine readable and 
interoperable format that allows for 
publication and further comparability 
analysis. 
5. The Commission is empowered to adopt 
delegated acts in accordance with Article 
73 to:
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a) provide reliable, accurate 
and reproducible standards and methods 
for the environmental 
sustainability assessment, with particular 
focus on energy efficiency, to take into 
account recognised state-of-the-art 
measurement methods, or new methods 
that enable the comparison of the 
environmental impact of AI systems. The 
data must be understandable, relevant, 
representative, verifiable, comparable 
and represented in a faithful manner; 
b) amend Annex IIIa where necessary to 
ensure that, in the light of technical 
progress, the environmental impact 
measurement is complete and 
comparable.

Or. en

Justification

Due to potential energy requirements of benefits for energy systems, measures to increase 
efficiency must be introduced by design.

Amendment 398
Miapetra Kumpula-Natri
on behalf of the S&D Group

Proposal for a regulation
Article 10 – paragraph 1

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 criteria referred to 
in paragraphs 2 to 5. Techniques such as 
unsupervised learning and reinforcement 
learning that do not use validation and 
testing data sets shall be developed on the 
basis of training data sets the quality 
criteria referred to in paragraphs 2 to 5.
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Or. en

Amendment 399
Nicola Beer, Klemen Grošelj, Iskra Mihaylova, Martina Dlabajová

Proposal for a regulation
Article 10 – paragraph 1

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, assessment, validation 
and testing data sets that meet the quality 
criteria referred to in paragraphs 2 to 5.

Or. en

Amendment 400
Jordi Solé
on behalf of the Greens/EFA Group

Proposal for a regulation
Article 10 – paragraph 1

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. 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.

Or. en

Justification

Due to potential impact generated by large scale deployment, even low risk AI can present 
risks.

Amendment 401
Tsvetelina Penkova, Romana Jerković, Miapetra Kumpula-Natri
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Proposal for a regulation
Article 10 – paragraph 1 a (new)

Text proposed by the Commission Amendment

1a. Providers of high-risk AI systems 
that utilise data collected and/or managed 
by third parties may rely on 
representations from those third parties 
with regard to quality criteria referred to 
in paragraph 2, points (a), (b) and (c).

Or. en

Amendment 402
Nicola Beer, Klemen Grošelj, Iskra Mihaylova, Martina Dlabajová

Proposal for a regulation
Article 10 – paragraph 1 a (new)

Text proposed by the Commission Amendment

1a. The common practices standards 
for a high-risk AI system assessment shall 
be developed by the European Artificial 
Intelligence Board.

Or. en

Amendment 403
Gianna Gancia, Matteo Adinolfi, Elena Lizzi, Paolo Borchia, Isabella Tovaglieri, Angelo 
Ciocca

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. The training, validation and testing 
of data sets and the AI applications based 
on them shall be subject to appropriate 
data governance and management 
practices. Those practices shall concern in 
particular,
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Or. it

Amendment 404
Elena Kountoura

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 for 
the entire lifecycle of data processing. 
Those practices shall concern in particular,

Or. en

Amendment 405
Nicola Beer, Klemen Grošelj, Iskra Mihaylova, Martina Dlabajová

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, assessment, validation 
and testing data sets shall be subject to 
appropriate data governance and 
management practices. Those practices 
shall concern in particular the following 
elements:

Or. en

Amendment 406
Eva Kaili, Ivo Hristov

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

Text proposed by the Commission Amendment
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(a) the relevant design choices; (a) the relevant design choices; all 
appliances should be designed with the 
option to forbid the constantly open 
microphone/camera of apps and offer 
consumers a clear option for all recording 
features to be shut down when the 
corresponding app is not in use;

Or. en

Amendment 407
Miapetra Kumpula-Natri
on behalf of the S&D Group

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

Text proposed by the Commission Amendment

(aa) transparency on the original 
purpose of data collection;

Or. en

Amendment 408
Miapetra Kumpula-Natri
on behalf of the S&D Group

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

Text proposed by the Commission Amendment

(b) data collection; (b) data collection processes;

Or. en

Amendment 409
Elena Kountoura

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



PE730.106v01-00 16/148 AM\1253012EN.docx

EN

Text proposed by the Commission Amendment

(f) examination in view of possible 
biases;

(f) examination in view of biases, 
including where data outputs are used as 
an input for future operations (‘feedback 
loops’) that are likely to affect health, 
fundamental rights and safety of persons 
or lead to discrimination prohibited by 
Union law;

Or. en

Amendment 410
Adam Jarubas, Krzysztof Hetman, Radosław Sikorski, Jerzy Buzek

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, defined as a statistical error or a 
top-down introduction of assumptions 
harmful to an individual, that are likely to 
affect health and safety of persons or lead 
to discrimination prohibited by Union 
law;

Or. en

Amendment 411
Miapetra Kumpula-Natri
on behalf of the S&D Group

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 could affect fundamental 
rights or lead to discriminatory results, 
affecting both or either the individual 
right to non-discrimination and equality 
as a value recognised in Article 2 TEU.
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Or. en

Amendment 412
Gianna Gancia, Matteo Adinolfi, Elena Lizzi, Paolo Borchia, Isabella Tovaglieri, Angelo 
Ciocca

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, lead to discrimination 
prohibited by Union law or have some 
other impact on fundamental rights;

Or. it

Amendment 413
Robert Roos

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, in particular biases that are likely 
to affect health and safety of persons or 
lead to prohibited discrimination;

Or. nl

Amendment 414
Pilar del Castillo Vera

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

Text proposed by the Commission Amendment

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

Or. en

Amendment 415
Nicola Beer, Klemen Grošelj, Iskra Mihaylova

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 416
Robert Roos

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, where 
practicable, how those gaps and 
shortcomings can be addressed.

Or. nl

Amendment 417
Elena Kountoura

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

Text proposed by the Commission Amendment
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(ga) the purpose and the environment 
in which the system is to be used.

Or. en

Amendment 418
Pilar del Castillo Vera

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. Providers and users shall, when 
technically feasible and necessary to avoid 
harm, ensure that training, validation and 
testing datasets shall be relevant, 
representative, and establish reasonable 
procedures to mitigate errors and 
incomplete data sets, in view of the 
intended purpose of the high-risk AI 
system and the context of its use 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 419
Miapetra Kumpula-Natri
on behalf of the S&D Group

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 

3. Training, validation and testing data 
sets shall be designed with the best 
possible efforts to ensure that they are 
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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.

relevant, representative and free of errors 
and complete in view of the intended 
purpose of the system. 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 420
Robert Roos

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 must be as relevant, representative, 
free of errors and complete as possible in 
order to fulfil the purpose of the AI 
system. In particular, 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. nl

Amendment 421
Henna Virkkunen

Proposal for a regulation
Article 10 – paragraph 3

Text proposed by the Commission Amendment

3. Training, validation and testing data 3. Training, validation and testing data 
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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.

sets should be sufficiently relevant, 
representative and free of errors and 
complete in view of the intended purpose 
of the system. 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

Justification

Requirements on dataset to be free from errors and complete are not realistic. The text should 
guide to critically evaluate where are the limits of the data and whether there are gaps or 
flaws in data vis-à-vis the intended purpose of the AI system.

Amendment 422
Gianna Gancia, Matteo Adinolfi, Elena Lizzi, Paolo Borchia, Isabella Tovaglieri, Angelo 
Ciocca

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 
complete, taking into account the degree 
of variability within data sets. 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. it

Amendment 423
Tsvetelina Penkova, Romana Jerković
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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, to the best extent possible, 
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.

Or. en

Amendment 424
Elena Kountoura

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 extent 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 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 425
Eva Kaili, Ivo Hristov
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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 sufficiently 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.

Or. en

Amendment 426
Miapetra Kumpula-Natri
on behalf of the S&D Group

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

Or. en

Amendment 427
Gianna Gancia, Matteo Adinolfi, Elena Lizzi, Paolo Borchia, Isabella Tovaglieri, Angelo 
Ciocca

Proposal for a regulation
Article 10 – paragraph 5



PE730.106v01-00 24/148 AM\1253012EN.docx

EN

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-
preserving measures, such as 
pseudonymisation, or encryption where 
anonymisation may significantly affect the 
purpose pursued.

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 also 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, ensuring compliance 
with the highest security and privacy 
protection standards for data 
management. Such processing shall also 
be 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.

Or. it

Amendment 428
Robert Roos

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 

5. (Does not affect English version.)
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of state-of-the-art security and privacy-
preserving measures, such as 
pseudonymisation, or encryption where 
anonymisation may significantly affect the 
purpose pursued.

Or. nl

Amendment 429
Eva Kaili, Ivo Hristov

Proposal for a regulation
Article 10 – paragraph 6 a (new)

Text proposed by the Commission Amendment

6a. This Regulation shall guarantee 
the protection of citizens who choose to 
lead an "offline life" and ensure that 
there are always offline options and 
services available for them, especially 
when this concerns the provision of 
essential private and public services.

Or. en

Amendment 430
Francesca Donato

Proposal for a regulation
Article 11 – paragraph 3

Text proposed by the Commission Amendment

3. The Commission is empowered to 
adopt delegated acts in accordance with 
Article 73 to amend Annex IV where 
necessary to ensure that, in the light of 
technical progress, the technical 
documentation provides all the necessary 
information to assess the compliance of 
the system with the requirements set out 
in this Chapter.

deleted

Or. it
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Amendment 431
Francesca Donato

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 system 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 
offering the technical possibility of 
automatically recording events (‘logs’) 
while the high-risk AI system is operating. 
Those logging capabilities shall conform to 
recognised standards or common 
specifications.

Or. it

Amendment 432
Gianna Gancia, Matteo Adinolfi, Elena Lizzi, Paolo Borchia, Isabella Tovaglieri, Angelo 
Ciocca

Proposal for a regulation
Article 12 – paragraph 4 – subparagraph 1 (new)

Text proposed by the Commission Amendment

The retention period must not exceed 10 
years at most, unless specific regulations 
establish otherwise.

Or. it

Justification

This paragraph should be understood as a new paragraph 6.

Amendment 433
Francesca Donato

Proposal for a regulation
Article 13 – paragraph 2
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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. All AI systems, including 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.

Or. it

Amendment 434
Francesca Donato

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 
and cybersecurity;

(ii) the level of accuracy, robustness 
and cybersecurity referred to in Article 15, 
where applicable, against which the 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 and cybersecurity;

Or. it

Amendment 435
Francesca Donato

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 

(iii) any known or foreseeable 
circumstance, related to the use of the 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 
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fundamental rights; fundamental rights;

Or. it

Amendment 436
Gianna Gancia, Matteo Adinolfi, Elena Lizzi, Paolo Borchia, Isabella Tovaglieri, Angelo 
Ciocca

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

Text proposed by the Commission Amendment

(d) the human oversight measures 
referred to in Article 14, including the 
technical measures put in place to facilitate 
the interpretation of the outputs of AI 
systems by the users;

(d) the human supervision measures 
referred to in Article 14, including the 
technical measures put in place to facilitate 
the interpretation of the outputs of AI 
systems by the users;

Or. it

Amendment 437
Gianna Gancia, Matteo Adinolfi, Elena Lizzi, Paolo Borchia, Isabella Tovaglieri, Angelo 
Ciocca

Proposal for a regulation
Article 14 – title

Text proposed by the Commission Amendment

Human oversight Human supervision

Or. it

Amendment 438
Gianna Gancia, Matteo Adinolfi, Elena Lizzi, Paolo Borchia, Isabella Tovaglieri, Angelo 
Ciocca

Proposal for a regulation
Article 14 – paragraph 1

Text proposed by the Commission Amendment
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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. 
Human supervision should be 
proportionate to the task carried out by 
the system and should not compromise its 
efficiency or effectiveness.

Or. it

Amendment 439
Eva Kaili, Ivo Hristov

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 
whole lifecycle of the AI system. AI 
systems shall not be used to substitute, but 
rather to complement human decision-
making. All AI systems shall be 
explainable by design.

Or. en

Amendment 440
Francesca Donato

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 

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

interface tools, that they can always be 
effectively overseen by natural persons 
during the period in which the AI system is 
in use.

Or. it

Amendment 441
Eva Kaili, Ivo Hristov

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 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 can affect the wellbeing, health or 
physical integrity of children and minors, 
or persist notwithstanding the application 
of other requirements set out in this 
Chapter. Special attention shall be paid on 
AI systems used for the development or as 
components of children toys.

Or. en

Amendment 442
Francesca Donato

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 

2. Human oversight shall aim at 
preventing or minimising the risks to 
health, safety or fundamental rights that 
may emerge when an AI system, especially 
a high-risk system, is used in accordance 
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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.

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. it

Amendment 443
Gianna Gancia, Matteo Adinolfi, Elena Lizzi, Paolo Borchia, Isabella Tovaglieri, Angelo 
Ciocca

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 supervision shall aim at 
protecting safety and fundamental human 
rights, preventing or minimising the risks 
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. it

Amendment 444
Gianna Gancia, Matteo Adinolfi, Elena Lizzi, Paolo Borchia, Isabella Tovaglieri, Angelo 
Ciocca

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 supervision shall be 
ensured through either one or all of the 
following measures:

Or. it
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Amendment 445
Henna Virkkunen

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, where necessary and as 
appropriate to the circumstances:

Or. en

Justification

It should be noted that disproportionate, too detailed or overly ambitious requirements for 
human oversight will result in added cost with little or no added value in terms of risk 
mitigation. Human oversight requirements should therefore be proportionate and realistic. 
Value should also be placed on the fact, that AI controlled machines with built-in risk 
prevention measures have in many cases already been proven to provide lower accident rates 
compared to human oversight, and the development of such risk prevention measures is 
continuous.

Amendment 446
Gianna Gancia, Matteo Adinolfi, Elena Lizzi, Paolo Borchia, Isabella Tovaglieri, Angelo 
Ciocca

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 supervision is assigned to do 
the following, as appropriate to the 
circumstances:

Or. it

Amendment 447
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Henna Virkkunen

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) have an appropriate 
understanding of 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

Amendment 448
Miapetra Kumpula-Natri
on behalf of the S&D Group

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) sufficiently 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

Amendment 449
Francesca Donato

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

Text proposed by the Commission Amendment

(b) remain aware of the possible (b) remain vigilant and aware of the 
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tendency of automatically relying or over-
relying on the output produced by a high-
risk AI system (‘automation bias’), in 
particular for high-risk AI systems used to 
provide information or recommendations 
for decisions to be taken by natural 
persons;

possible tendency of automatically relying 
or over-relying on the output produced by a 
high-risk AI system (‘automation bias’), in 
particular for high-risk AI systems used to 
provide information or recommendations 
for decisions to be taken by natural 
persons;

Or. it

Amendment 450
Henna Virkkunen

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

Text proposed by the Commission Amendment

(d) be able to decide, in any particular 
situation, not to use the high-risk AI 
system or otherwise disregard, override or 
reverse the output of the high-risk AI 
system;

(d) be able to decide, in any particular 
situation, not to use the high-risk AI 
system or otherwise disregard, override or 
reverse the output of the high-risk AI 
system unless the AI system is considered 
state-of-the-art and such human 
intervention is deemed to increase risks or 
otherwise negatively impact the system’s 
performance;

Or. en

Amendment 451
Francesca Donato

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

Text proposed by the Commission Amendment

(d) be able to decide, in any particular 
situation, not to use the high-risk AI 
system or otherwise disregard, override or 
reverse the output of the high-risk AI 
system;

(d) be able to decide, in all cases, not 
to use the high-risk AI system or otherwise 
disregard, override or reverse the output of 
the high-risk AI system;

Or. it
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Amendment 452
Henna Virkkunen

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 unless the AI 
system is considered state-of-the-art and 
such human intervention is deemed to 
increase risks or otherwise negatively 
impact the system’s performance.

Or. en

Amendment 453
Robert Roos

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) interrupt the AI system through a 
“stop” button or a similar procedure.

Or. nl

Amendment 454
Gianna Gancia, Matteo Adinolfi, Elena Lizzi, Paolo Borchia, Isabella Tovaglieri, Angelo 
Ciocca

Proposal for a regulation
Article 15 – paragraph 1

Text proposed by the Commission Amendment

1. High-risk AI systems shall be 1. High-risk AI systems shall be 
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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.

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. Compliance with these 
requirements shall include 
implementation of state-of-the-art 
measures, according to the specific 
market segment or scope of application.

Or. it

Amendment 455
Jordi Solé
on behalf of the Greens/EFA Group

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 security by design and by 
default in the light of their intended 
purpose, thus reaching an appropriate 
level of accuracy, robustness, safety and 
cybersecurity, throughout their lifecycle.

Or. en

Justification

Security by design and by default is a principle based approach for market access that is 
becoming the standard for various services and products, therefore must also be included for 
AI

Amendment 456
Francesca Donato

Proposal for a regulation
Article 15 – 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 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. All 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.

Or. it

Amendment 457
Elena Kountoura

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, a high level of accuracy, 
robustness and cybersecurity, and perform 
consistently in those respects throughout 
their lifecycle.

Or. en

Amendment 458
Nicola Beer, Klemen Grošelj, Iskra Mihaylova, Martina Dlabajová

Proposal for a regulation
Article 15 – paragraph 1 a (new)

Text proposed by the Commission Amendment

1a. The definition of "appropriate 
level" in terms of cybersecurity shall 
be provided by the European Union 
Agency for Cybersecurity (ENISA) in line 
with Article 42(2).

Or. en
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Amendment 459
Nicola Beer, Klemen Grošelj, Iskra Mihaylova, Martina Dlabajová

Proposal for a regulation
Article 15 – paragraph 2

Text proposed by the Commission Amendment

2. The levels of accuracy and the 
relevant accuracy metrics of high-risk AI 
systems shall be declared in the 
accompanying instructions of use.

2. The levels of accuracy and the 
relevant accuracy metrics of high-risk AI 
systems shall be declared in the 
accompanying instructions of use. 
European Artificial Intelligence Board 
shall define a common methodology for 
the definition and communication of these 
metrics also referred to in Article 9(7).

Or. en

Amendment 460
Jordi Solé
on behalf of the Greens/EFA Group

Proposal for a regulation
Article 15 – paragraph 2

Text proposed by the Commission Amendment

2. The levels of accuracy and the 
relevant accuracy metrics of high-risk AI 
systems shall be declared in the 
accompanying instructions of use.

2. The levels of accuracy and the 
relevant accuracy metrics of high-risk AI 
systems shall be assessed by an 
independent entity and declared in the 
accompanying instructions of use. The 
language used shall be clear, free 
of misunderstandings or misleading 
statements.

Or. en

Justification

Commercial claims are too often on the fine line set by rules on misleading advertisement, 
therefore independent assessment and clarity need to be introduced.
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Amendment 461
Tsvetelina Penkova, Romana Jerković

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

Text proposed by the Commission Amendment

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 of High-risk AI systems 
shall take appropriate technical and 
organizational measures to ensure that 
high-risk AI systems are resilient as 
regards to errors, fault or inconsistencies 
that may occur within the system or the 
environment in which the system operates, 
consistent with industry best practices.

Or. en

Amendment 462
Francesca Donato

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

Text proposed by the Commission Amendment

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. All 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.

Or. it

Amendment 463
Nicola Beer, Klemen Grošelj, Iskra Mihaylova

Proposal for a regulation
Article 15 – paragraph 3 – subparagraph 1

Text proposed by the Commission Amendment
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The robustness of high-risk AI systems 
may be achieved through technical 
redundancy solutions, which may include 
backup or fail-safe plans.

The robustness of high-risk AI systems 
may be achieved through technical 
redundancy solutions, which may include 
backup or fail-safe plans by the provider, 
or where appropriate the users of the 
product with input from the user, where 
considered necessary.

Or. en

Amendment 464
Miapetra Kumpula-Natri
on behalf of the S&D Group

Proposal for a regulation
Article 15 – paragraph 3 – subparagraph 2

Text proposed by the Commission Amendment

High-risk AI systems that continue to learn 
after being placed on the market or put into 
service shall be developed in such a way to 
ensure that possibly biased outputs due to 
outputs used as an input for future 
operations (‘feedback loops’) are duly 
addressed with appropriate mitigation 
measures.

High-risk AI systems that continue to learn 
after being placed on the market or put into 
service shall be developed in such a way to 
ensure that possibly biased outputs due to 
outputs used as an input for future 
operations (‘feedback loops’) and 
malicious manipulation of inputs used in 
learning during operation are duly 
addressed with appropriate mitigation 
measures.

Or. en

Amendment 465
Francesca Donato

Proposal for a regulation
Article 15 – paragraph 4 – introductory part

Text proposed by the Commission Amendment

4. High-risk AI systems shall be 
resilient as regards attempts by 
unauthorised third parties to alter their use 
or performance by exploiting the system 
vulnerabilities.

4. All AI systems, especially high-risk 
systems, shall be resilient as regards 
attempts by unauthorised third parties to 
alter their use or performance by exploiting 
the system vulnerabilities.
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Or. it

Amendment 466
Miapetra Kumpula-Natri
on behalf of the S&D Group

Proposal for a regulation
Article 15 – paragraph 4 – introductory part

Text proposed by the Commission Amendment

4. High-risk AI systems shall be 
resilient as regards attempts by 
unauthorised third parties to alter their use 
or performance by exploiting the system 
vulnerabilities.

4. High-risk AI systems shall be 
resilient as regards to attempts by 
unauthorised third parties to alter their use, 
behaviour, outputs or performance by 
exploiting the system vulnerabilities.

Or. en

Amendment 467
Francesca Donato

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 solutions aimed at ensuring 
the cybersecurity of all AI systems shall be 
appropriate to the relevant circumstances 
and the risks.

Or. it

Amendment 468
Miapetra Kumpula-Natri
on behalf of the S&D Group

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

Text proposed by the Commission Amendment

The technical solutions to address AI The technical solutions to address AI 
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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.

specific vulnerabilities shall include, where 
appropriate, measures to prevent, detect, 
respond to, resolve and control for attacks 
trying to manipulate the training dataset 
(‘data poisoning’), or pretrained 
components used in training (‘model 
poisoning’) , inputs designed to cause the 
model to make a mistake(‘adversarial 
examples’ or ‘model evasion’), 
confidentiality attacks or model flaws.

Or. en

Amendment 469
Eva Kaili, Ivo Hristov

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 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 which could lead to harmful 
decision-making.

Or. en

Amendment 470
Francesca Donato

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 

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

attacks trying to manipulate the training 
dataset (‘data poisoning’), inputs designed 
to cause the model to make a mistake 
(‘adversarial examples’), or model flaws.

Or. it

Amendment 471
Jordi Solé
on behalf of the Greens/EFA Group

Proposal for a regulation
Article 15 – paragraph 4 – subparagraph 2 a (new)

Text proposed by the Commission Amendment

High risk AI shall be accompanied by 
security solutions and patches for the 
lifetime of the embedded product, or in 
case of the absence of dependence on a 
specific product, for a time that needs to 
be stated by the manufacturer and cannot 
be less then 10 years.

Or. en

Justification

Security needs to be ensured for long term AI use

Amendment 472
Francesca Donato

Proposal for a regulation
Article 16 – paragraph 1 – introductory part

Text proposed by the Commission Amendment

Providers of high-risk AI systems shall: Providers of AI systems, and high-risk 
systems in particular, shall:

Or. it
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Amendment 473
Francesca Donato

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

Text proposed by the Commission Amendment

(a) ensure that their high-risk AI 
systems are compliant with the 
requirements set out in Chapter 2 of this 
Title;

(a) ensure that their AI systems are 
compliant with the requirements set out in 
Chapter 2 of this Title;

Or. it

Amendment 474
Francesca Donato

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 AI 
systems;

Or. it

Amendment 475
Francesca Donato

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

Text proposed by the Commission Amendment

(j) upon request of a national 
competent authority, demonstrate the 
conformity of the high-risk AI system with 
the requirements set out in Chapter 2 of 
this Title.

(j) upon request of a national 
competent authority, demonstrate the 
conformity of the AI system with the 
requirements set out in Chapter 2 of this 
Title.

Or. it
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Amendment 476
Pilar del Castillo Vera

Proposal for a regulation
Article 17 – paragraph 1 – introductory part

Text proposed by the Commission Amendment

1. Providers of high-risk AI systems 
shall put a quality management system in 
place that ensures compliance with this 
Regulation. That system shall be 
documented in a systematic and orderly 
manner in the form of written policies, 
procedures and instructions, and shall 
include at least the following aspects:

1. Providers and users of high-risk AI 
systems shall put a quality management 
system in place that ensures compliance 
with this Regulation and corresponding 
obligations. That system shall be 
documented in a systematic and orderly 
manner in the form of written policies, 
procedures and instructions, and shall 
include at least the following aspects:

Or. en

Amendment 477
Pilar del Castillo Vera

Proposal for a regulation
Article 17 – paragraph 2

Text proposed by the Commission Amendment

2. The implementation of aspects 
referred to in paragraph 1 shall be 
proportionate to the size of the provider’s 
organisation.

2. The implementation of aspects 
referred to in paragraph 1 shall be 
proportionate to the size of the provider’s 
and user’s organisation.

Or. en

Amendment 478
Francesca Donato

Proposal for a regulation
Article 20 – paragraph 1

Text proposed by the Commission Amendment

1. Providers of high-risk AI systems 1. Providers of AI systems shall keep 
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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 the high-risk AI 
system and applicable legal obligations 
under Union or national law.

the logs automatically generated by their 
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 the AI system 
and applicable legal obligations under 
Union or national law.

Or. it

Amendment 479
Robert Roos

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.

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. They shall keep them 
for at least six months, unless otherwise 
stipulated in the applicable Union or 
national law, or if strictly necessary in the 
light of the intended purpose of high-risk 
AI system.

Or. nl

Amendment 480
Francesca Donato

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 

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

by their AI systems as part of the 
documentation under Article 74 of that 
Directive.

Or. it

Amendment 481
Francesca Donato

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.

All providers of AI systems, and high-risk 
systems in particular, which consider or 
have reason to consider that an 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 AI system in 
question and, where applicable, the 
authorised representative and importers 
accordingly.

Or. it

Amendment 482
Francesca Donato

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 

Where the 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 
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notified body that issued a certificate for 
the high-risk AI system, in particular of 
the non-compliance and of any corrective 
actions taken.

notified body that issued a certificate for 
the AI system, in particular of the non-
compliance and of any corrective actions 
taken.

Or. it

Amendment 483
Robert Roos

Proposal for a regulation
Article 23 – paragraph 1

Text proposed by the Commission Amendment

Providers of high-risk AI systems shall, 
upon request by a national competent 
authority, provide that authority with all 
the information and documentation 
necessary to demonstrate the conformity of 
the high-risk AI system with the 
requirements set out in Chapter 2 of this 
Title, in an official Union language 
determined by the Member State 
concerned. Upon a reasoned request from a 
national competent authority, providers 
shall also give that authority access to the 
logs automatically generated by the high-
risk AI system, to the extent such logs are 
under their control by virtue of a 
contractual arrangement with the user or 
otherwise by law.

Providers of high-risk AI systems shall, 
upon request by a national competent 
authority, provide that authority with all 
the information and documentation 
necessary to demonstrate the conformity of 
the high-risk AI system with the 
requirements set out in Chapter 2 of this 
Title, in an official Union language 
determined by the Member State 
concerned. Upon a reasoned request from a 
national competent authority, providers 
shall also give that authority access to the 
logs automatically generated by the high-
risk AI system, to the extent such logs are 
under their control by virtue of a 
contractual arrangement with the user or 
otherwise by law.

National authorities shall exercise 
restraint in the requesting of information 
that could be regarded as a trade secret. 
Should they nevertheless request such 
information, they shall treat it as strictly 
confidential.

Or. nl

Amendment 484
Jordi Solé
on behalf of the Greens/EFA Group
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Proposal for a regulation
Article 23 – paragraph 1

Text proposed by the Commission Amendment

Providers of high-risk AI systems shall, 
upon request by a national competent 
authority, provide that authority with all 
the information and documentation 
necessary to demonstrate the conformity of 
the high-risk AI system with the 
requirements set out in Chapter 2 of this 
Title, in an official Union language 
determined by the Member State 
concerned. Upon a reasoned request from a 
national competent authority, providers 
shall also give that authority access to the 
logs automatically generated by the high-
risk AI system, to the extent such logs are 
under their control by virtue of a 
contractual arrangement with the user or 
otherwise by law.

Providers of high-risk AI systems shall, 
upon request by a national competent 
authority, provide that authority with all 
the information and documentation 
necessary to demonstrate the conformity of 
the high-risk AI system with the 
requirements set out in Chapter 2 of this 
Title, one or several official languages 
determined by the Member State 
concerned. Upon a reasoned request from a 
national competent authority, providers 
shall also give that authority access to the 
logs automatically generated by the high-
risk AI system, to the extent such logs are 
under their control by virtue of a 
contractual arrangement with the user or 
otherwise by law.

Or. en

Justification

Increasing transparency and access to information.

Amendment 485
Francesca Donato

Proposal for a regulation
Article 23 – paragraph 1

Text proposed by the Commission Amendment

Providers of high-risk AI systems shall, 
upon request by a national competent 
authority, provide that authority with all 
the information and documentation 
necessary to demonstrate the conformity of 
the high-risk AI system with the 
requirements set out in Chapter 2 of this 
Title, in an official Union language 
determined by the Member State 

All providers of AI systems, especially 
high-risk systems, shall, upon request by a 
national competent authority, provide that 
authority with all the information and 
documentation necessary to demonstrate 
the conformity of the AI system with the 
requirements set out in Chapter 2 of this 
Title, in an official Union language 
determined by the Member State 
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concerned. Upon a reasoned request from a 
national competent authority, providers 
shall also give that authority access to the 
logs automatically generated by the high-
risk AI system, to the extent such logs are 
under their control by virtue of a 
contractual arrangement with the user or 
otherwise by law.

concerned. Upon a reasoned request from a 
national competent authority, providers 
shall also give that authority access to the 
logs automatically generated by the AI 
system, to the extent such logs are under 
their control by virtue of a contractual 
arrangement with the user or otherwise by 
law.

Or. it

Amendment 486
Francesca Donato

Proposal for a regulation
Article 26 – paragraph 2

Text proposed by the Commission Amendment

2. Where an importer considers or has 
reason to consider that a high-risk AI 
system is not in conformity with this 
Regulation, it shall not place that system 
on the market until that AI system has been 
brought into conformity. Where the high-
risk AI system presents a risk within the 
meaning of Article 65(1), the importer 
shall inform the provider of the AI system 
and the market surveillance authorities to 
that effect.

2. Where an importer considers or has 
reason to consider that an AI system is not 
in conformity with this Regulation, it shall 
not place that system on the market until 
that AI system has been brought into 
conformity. Where the high-risk AI system 
presents a risk within the meaning of 
Article 65(1), the importer shall inform the 
provider of the AI system and the market 
surveillance authorities to that effect.

Or. it

Amendment 487
Francesca Donato

Proposal for a regulation
Article 26 – paragraph 3

Text proposed by the Commission Amendment

3. Importers shall indicate their name, 
registered trade name or registered trade 
mark, and the address at which they can be 
contacted on the high-risk AI system or, 

3. Importers shall indicate their name, 
registered trade name or registered trade 
mark, and the address at which they can be 
contacted on the AI system or, where that 
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where that is not possible, on its packaging 
or its accompanying documentation, as 
applicable.

is not possible, on its packaging or its 
accompanying documentation, as 
applicable.

Or. it

Amendment 488
Francesca Donato

Proposal for a regulation
Article 26 – paragraph 4

Text proposed by the Commission Amendment

4. Importers shall ensure that, while a 
high-risk AI system is under their 
responsibility, where applicable, storage or 
transport conditions do not jeopardise its 
compliance with the requirements set out 
in Chapter 2 of this Title.

4. Importers shall ensure that, while 
an AI system is under their responsibility, 
where applicable, storage or transport 
conditions do not jeopardise its compliance 
with the requirements set out in Chapter 2 
of this Title.

Or. it

Amendment 489
Francesca Donato

Proposal for a regulation
Article 26 – paragraph 5

Text proposed by the Commission Amendment

5. Importers shall provide national 
competent authorities, upon a reasoned 
request, with all necessary information and 
documentation to demonstrate the 
conformity of a high-risk AI system with 
the requirements set out in Chapter 2 of 
this Title in a language which can be easily 
understood by that national competent 
authority, including access to the logs 
automatically generated by the high-risk 
AI system to the extent such logs are under 
the control of the provider by virtue of a 
contractual arrangement with the user or 
otherwise by law. They shall also 

5. Importers shall provide national 
competent authorities, upon a reasoned 
request, with all necessary information and 
documentation to demonstrate the 
conformity of an AI system with the 
requirements set out in Chapter 2 of this 
Title in a language which can be easily 
understood by that national competent 
authority, including access to the logs 
automatically generated by the AI system 
to the extent such logs are under the 
control of the provider by virtue of a 
contractual arrangement with the user or 
otherwise by law. They shall also 
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cooperate with those authorities on any 
action national competent authority takes 
in relation to that system.

cooperate with those authorities on any 
action national competent authority takes 
in relation to that system.

Or. it

Amendment 490
Francesca Donato

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 an AI system is not 
in conformity with the requirements set out 
in Chapter 2 of this Title, it shall not make 
the 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.

Or. it

Amendment 491
Francesca Donato

Proposal for a regulation
Article 27 – paragraph 3

Text proposed by the Commission Amendment

3. Distributors shall ensure that, while 
a high-risk AI system is under their 
responsibility, where applicable, storage or 
transport conditions do not jeopardise the 
compliance of the system with the 
requirements set out in Chapter 2 of this 
Title.

3. Distributors shall ensure that, while 
an AI system is under their responsibility, 
where applicable, storage or transport 
conditions do not jeopardise the 
compliance of the system with the 
requirements set out in Chapter 2 of this 
Title.
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Or. it

Amendment 492
Francesca Donato

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 an 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 
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.

Or. it

Amendment 493
Pilar del Castillo Vera

Proposal for a regulation
Article 28 – paragraph 1 – point c a (new)

Text proposed by the Commission Amendment

(ca) they place on the market or put 
into service, in one of the uses or sectors 
listed by Annex II and Annex III, an AI 
system not originally or specifically 
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developed for those uses or sectors, or 
make a substantial modification to, or 
train an AI system so as to qualify it for 
one of the uses or sectors listed by Annex 
II and Annex III, whereas the AI system 
was not originally or specifically 
developed for those uses or sectors.

Or. en

Amendment 494
Miapetra Kumpula-Natri
on behalf of the S&D Group

Proposal for a regulation
Article 28 a (new)

Text proposed by the Commission Amendment

Article 28 a
Obligations for providers of general-

purpose AI systems
1. Any legal entity that places on the 
market or puts into service under its own 
name or trademark or uses a general 
purpose AI system made available on the 
market for an intended high-risk purpose, 
that makes it subject to this Regulation, 
shall be considered the provider of the AI 
system in accordance with this 
Regulation.
2. Providers of general-purpose AI 
systems used shall be obliged to ensure, 
through technical means, the 
transparency and the auditability required 
for downstream providers to comply with 
the obligations outlined in the Chapter 2 
and Chapter 3 of the title III of this 
Regulation. In addition, the provider of 
general-purpose AI system shall provide 
additional information on the relevant 
limitations of the general purpose AI 
systems, as well as potential risks to 
fundamental rights, environment or the 
society at large.
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3. This information shall be made 
available to developers utilising such 
general purpose AI systems as part of the 
products delivered to the markets.
4. This Article shall apply irrespective of 
whether the general purpose AI system is 
open source software or not.

Or. en

Amendment 495
Gianna Gancia, Matteo Adinolfi, Elena Lizzi, Paolo Borchia, Isabella Tovaglieri, Angelo 
Ciocca

Proposal for a regulation
Article 29 – paragraph 2

Text proposed by the Commission Amendment

2. The obligations in paragraph 1 are 
without prejudice to other user obligations 
under Union or national law and to the 
user’s discretion in organising its own 
resources and activities for the purpose of 
implementing the human oversight 
measures indicated by the provider.

2. The obligations in paragraph 1 are 
without prejudice to other user obligations 
under Union or national law and to the 
user’s discretion in organising its own 
resources and activities for the purpose of 
implementing the human supervision 
measures indicated by the provider.

Or. it

Amendment 496
Tsvetelina Penkova, Romana Jerković

Proposal for a regulation
Article 29 a (new)

Text proposed by the Commission Amendment

Article 29 a
Jurisdiction and territoriality

Providers as defined in point 2 of Article 3 
and within the meaning of Article 28, 
paragraph 1, shall be deemed to be under 
the jurisdiction of the Member State in 
which they have their main establishment 
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in the Union.

Or. en

Amendment 497
Elena Kountoura

Proposal for a regulation
Article 29 a (new)

Text proposed by the Commission Amendment

Article 29 a
Obligation on users to define affected 

persons
Before putting into use a high-risk AI 
system as defined in Article 6(2), the user 
shall define categories of natural persons 
and groups likely to be affected by the use 
of the system.

Or. en

Amendment 498
Miapetra Kumpula-Natri
on behalf of the S&D Group

Proposal for a regulation
Article 29 a (new)

Text proposed by the Commission Amendment

Article 29 a
Obligations on user to define affected 

persons
1. Before implementing a high-risk AI 
system as defined in Article 6(2), the user 
shall describe persons or groups of 
natural persons likely to be affected by the 
use of the system.

Or. en
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Amendment 499
Elena Kountoura

Proposal for a regulation
Article 29 b (new)

Text proposed by the Commission Amendment

Article 29 b
Fundamental rights impact assessments 

for high-risk AI systems
1. Users of high-risk AI systems shall 
conduct an assessment of the systems’ 
impact in the context of use before putting 
the system into use. This assessment shall 
include, but is not limited to, the 
following: 
a. a clear outline of the intended purpose 
for which the system will be used;
b. a clear outline of the intended 
geographic and temporal scope of the 
system’s use;
c. verification of the legality of the system 
in accordance with Union and national 
law, fundamental rights law, Union 
accessibility legislation, and the extent to 
which the system is in compliance with 
this Regulation;
d. the likely impact on fundamental rights 
of the high-risk AI system, including any 
indirect impacts or consequences of the 
system’s use;
e. any specific risk of harm likely to 
impact marginalised persons or those 
groups at risk of discrimination, or 
increase existing societal inequalities;
f. the foreseeable impact of the use of the 
system on the environment, including but 
not limited to energy consumption;
g. any other negative impact on the public 
interest; and
h. clear steps as to how the harms 
identified will be mitigated, and how 
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effective this mitigation is likely to be.
 2. If adequate steps to mitigate the risks 
outlined in the course of the assessment in 
paragraph 1 cannot be identified, the 
system shall not be put into use. Market 
surveillance authorities, pursuant to their 
capacity under Articles 65 and 67, may 
take this information into account when 
investigating systems which present a risk 
at national level.
3. The obligation outlined under 
paragraph 1 applies for each new 
deployment of the high-risk AI system.
4. In the course of the impact assessment, 
the user shall notify relevant national 
authorities and all relevant stakeholders 
with a view to receiving input into the 
impact assessment.
5. Where, following the impact assessment 
process, the user decides to put the high-
risk AI system into use, the user shall be 
required to publish the results of the 
impact assessment as part of the 
registration of use pursuant to their 
obligation under Article 51(2).
6. Where the user 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. Users of high-risk AI systems shall use 
the information provided under Article 13 
to comply with their obligation under 
paragraph 1.
8. The obligations on users in paragraph 
1 is without prejudice to the obligations 
on users of all high risk AI systems as 
outlined in Article 29.

Or. en
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Amendment 500
Miapetra Kumpula-Natri
on behalf of the S&D Group

Proposal for a regulation
Article 29 b (new)

Text proposed by the Commission Amendment

Article 29 b
Fundamental rights impact assessment 

for high risk AI system
1. Users of high-risk AI systems defined 
in Article 6(2) shall assess the systems’ 
impact of the use prior to putting the 
system into work.
2. This assessment shall include, but is 
not limited to, the following:
a) a clear outline of the intended purpose 
for which the system will be used´;
b) a clear outline of the intended 
geographic and temporal scope of the 
system’s use
c) the reasonably foreseeable impacts on 
fundamental rights of the persons affected 
by the high-risk AI system,
d) the reasonably foreseeable risk of harm 
likely to impact marginalized persons or 
those groups at risk of discrimination, or 
increase existing societal inequalities;
e) the reasonably foreseeable impact of 
the use of the system on the environment,
f) in case of identification of reasonably 
foreseeable harms, clear steps as to how 
these harms will be addressed
3. The obligation outlined under 
paragraph 1 applies for each new 
deployment of the high-risk AI system
4. Where, following the impact assessment 
process, the user decides to put the high-
risk AI system into use, the user shall be 
required to publish the results of the 
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impact assessment as part of the 
registration of use pursuant to their 
obligation under Article 51(2).
5. The obligations on users in paragraph 
1 is without prejudice to the obligations 
on users of all high risk AI systems as 
outlined in Article 29.

Or. en

Amendment 501
Tsvetelina Penkova, Romana Jerković

Proposal for a regulation
Article 38 – paragraph 2 a (new)

Text proposed by the Commission Amendment

2a. Where a competent authority of a 
Member State requires obtaining an EU 
declaration of conformity of a provider 
which has its main establishment in 
another Member State, that request shall 
be made through the competent authority 
of the Member State where the provider 
has its main establishment. The 
information shall be transmitted by the 
provider in an official language of the 
Member State where it has its main 
establishment. The Commission is 
empowered to adopt delegated acts in 
accordance with this paragraph to further 
define the modalities for issuing and 
handling such requests.

Or. en

Amendment 502
Francesca Donato

Proposal for a regulation
Article 40 – paragraph 1

Text proposed by the Commission Amendment
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High-risk AI systems which are in 
conformity with harmonised standards or 
parts thereof the references of which have 
been published in the Official Journal of 
the European Union shall be presumed to 
be in conformity with the requirements set 
out in Chapter 2 of this Title, to the extent 
those standards cover those requirements.

AI systems which are in conformity with 
harmonised standards or parts thereof the 
references of which have been published in 
the Official Journal of the European Union 
shall be presumed to be in conformity with 
the requirements set out in Chapter 2 of 
this Title, to the extent those standards 
cover those requirements.

Or. it

Amendment 503
Miapetra Kumpula-Natri
on behalf of the S&D Group

Proposal for a regulation
Article 40 – paragraph 1 a (new)

Text proposed by the Commission Amendment

The Commission shall ensure that the 
process of developing harmonised 
standards includes an assessment of risks 
to fundamental rights, environment and 
society at large.

Or. en

Amendment 504
Miapetra Kumpula-Natri
on behalf of the S&D Group

Proposal for a regulation
Article 40 – paragraph 1 b (new)

Text proposed by the Commission Amendment

The Commission shall ensure that the 
process developing harmonised standards 
on artificial intelligence systems is open to 
stakeholders listed in the Article 5 of 
Regulation (EU) No 1025/2012.The 
Commission shall direct funds to 
stakeholders listed in Annex III of that 
Regulation in line with the Article 17 of 
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that regulation to facilitate effective 
participation of the stakeholders with 
particular emphasis on the relevant 
stakeholders for the paragraph 2.

Or. en

Amendment 505
Miapetra Kumpula-Natri
on behalf of the S&D Group

Proposal for a regulation
Article 40 – paragraph 1 c (new)

Text proposed by the Commission Amendment

The Commission shall review the 
harmonized standards before they are 
published in the Official Journal and 
prepare a report outlining their adequacy 
with paragraph 2 of this Article.

Or. en

Amendment 506
Henna Virkkunen

Proposal for a regulation
Article 41 – paragraph 1

Text proposed by the Commission Amendment

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 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 

1. Where harmonised standards 
referred to in Article 40 do not exist or 
where the Commission considers that the 
relevant harmonised standards are 
significantly insufficient or that there is a 
need to address specific and pressing 
safety or fundamental right concern that 
cannot be sufficiently settled by 
development of harmonised standards, the 
Commission may, by means of 
implementing acts, adopt common 
specifications in respect of the 
requirements set out in Chapter 2 of this 
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Article 74(2). Title. Those implementing acts shall be 
adopted in accordance with the 
examination procedure referred to in 
Article 74(2).

Or. en

Justification

The proposal includes very wide powers for the Commission to adopt common specifications 
on top of harmonised standards. This adds to unpredictability of the act.

Amendment 507
Miapetra Kumpula-Natri
on behalf of the S&D Group

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, where relevant, 
the views of relevant stakeholders, such as 
SME's and start-ups, civil society and 
social partners or expert groups 
established under relevant sectorial Union 
law.

Or. en

Amendment 508
Henna Virkkunen

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 

2. The Commission, when preparing 
the common specifications referred to in 
paragraph1, shall gather the views of the 
developers and providers of High-risk AI 
systems and relevant bodies or expert 
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law. groups established under relevant sectorial 
Union law.

Or. en

Justification

The proposal includes very wide powers for the Commission to adopt common specifications 
on top of harmonised standards. This adds to unpredictability of the act. Therefore stronger 
boundaries should be set for the Commission’s use of common specifications.

Amendment 509
Francesca Donato

Proposal for a regulation
Article 41 – paragraph 3

Text proposed by the Commission Amendment

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.

3. 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.

Or. it

Amendment 510
Nicola Beer, Klemen Grošelj, Iskra Mihaylova, Martina Dlabajová

Proposal for a regulation
Article 42 – paragraph 1

Text proposed by the Commission Amendment

1. Taking into account their intended 
purpose, high-risk AI systems that have 
been trained and tested on data concerning 
the specific geographical, behavioural and 
functional setting within which they are 
intended to be used shall be presumed to be 
in compliance with the requirement set out 
in Article 10(4).

1. Taking into account their intended 
purpose and based on the risk evaluation, 
high-risk AI systems that have been trained 
and tested on data concerning the specific 
geographical, behavioural and functional 
setting within which they are intended to 
be used shall be presumed to be in 
compliance with the requirement set out in 
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Article 10(4).

Or. en

Amendment 511
Miapetra Kumpula-Natri
on behalf of the S&D Group

Proposal for a regulation
Article 42 – paragraph 1

Text proposed by the Commission Amendment

1. Taking into account their intended 
purpose, high-risk AI systems that have 
been trained and tested on data concerning 
the specific geographical, behavioural and 
functional setting within which they are 
intended to be used shall be presumed to be 
in compliance with the requirement set out 
in Article 10(4).

1. Taking into account their intended 
purpose, high-risk AI systems that have 
been trained and tested on data concerning 
the specific geographical, behavioural, 
contextual and functional setting within 
which they are intended to be used shall be 
presumed to be in compliance with the 
requirement set out in Article 10(4).

Or. en

Amendment 512
Elena Kountoura

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. en
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Amendment 513
Elena Kountoura

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 514
Elena Kountoura

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 515
Elena Kountoura

Proposal for a regulation
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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 516
Elena Kountoura

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
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Amendment 517
Jordi Solé
on behalf of the Greens/EFA Group

Proposal for a regulation
Article 44 – paragraph 1

Text proposed by the Commission Amendment

1. Certificates issued by notified 
bodies in accordance with Annex VII shall 
be drawn-up in an official Union language 
determined by the Member State in which 
the notified body is established or in an 
official Union language otherwise 
acceptable to the notified body.

1. Certificates issued by notified 
bodies in accordance with Annex VII shall 
be drawn-up in one or several official 
languages determined by the Member 
State in which the notified body is 
established or one or several official 
languages otherwise acceptable to the 
notified body.

Or. en

Justification

Increasing transparency and access to information.

Amendment 518
Francesca Donato

Proposal for a regulation
Article 47

Text proposed by the Commission Amendment

[...] deleted

Or. it

Amendment 519
Tsvetelina Penkova, Romana Jerković, Miapetra Kumpula-Natri

Proposal for a regulation
Article 48 – paragraph 1

Text proposed by the Commission Amendment
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1. The provider shall draw up a 
written EU declaration of conformity for 
each AI system and keep it at the disposal 
of the national competent authorities for 10 
years after the AI system has been placed 
on the market or put into service. The EU 
declaration of conformity shall identify the 
AI system for which it has been drawn up. 
A copy of the EU declaration of 
conformity shall be given to the relevant 
national competent authorities upon 
request.

1. The provider shall draw up a 
written EU declaration of conformity for 
each AI system and keep it at the disposal 
of the national competent authorities for 10 
years after the AI system has been placed 
on the market or put into service. The EU 
declaration of conformity shall identify the 
AI system for which it has been drawn up. 
A copy of the EU declaration of 
conformity shall be given to the relevant 
national competent authority in the 
Member State of main establishment of 
the provider, upon the competent 
authority’s request.

Or. en

Amendment 520
Francesca Donato

Proposal for a regulation
Article 48 – paragraph 2

Text proposed by the Commission Amendment

2. The EU declaration of conformity 
shall state that the high-risk AI system in 
question meets the requirements set out in 
Chapter 2 of this Title. The EU declaration 
of conformity shall contain the information 
set out in Annex V and shall be translated 
into an official Union language or 
languages required by the Member State(s) 
in which the high-risk AI system is made 
available.

2. The EU declaration of conformity 
shall state that the AI system in question 
meets the requirements set out in Chapter 2 
of this Title. The EU declaration of 
conformity shall contain the information 
set out in Annex V and shall be translated 
into an official Union language or 
languages required by the Member State(s) 
in which the AI system is made available.

Or. it

Amendment 521
Tsvetelina Penkova, Miapetra Kumpula-Natri

Proposal for a regulation
Article 48 – paragraph 2
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Text proposed by the Commission Amendment

2. The EU declaration of conformity 
shall state that the high-risk AI system in 
question meets the requirements set out in 
Chapter 2 of this Title. The EU declaration 
of conformity shall contain the information 
set out in Annex V and shall be translated 
into an official Union language or 
languages required by the Member 
State(s) in which the high-risk AI system is 
made available.

2. The EU declaration of conformity 
shall state that the high-risk AI system in 
question meets the requirements set out in 
Chapter 2 of this Title. The EU declaration 
of conformity shall contain the information 
set out in Annex V and shall be presented 
into an official language of the Member 
State in which the provider of the high-risk 
AI system has its main establishment.

Or. en

Amendment 522
Elena Kountoura

Proposal for a regulation
Article 51 – paragraph 1

Text proposed by the Commission Amendment

Before placing on the market or putting 
into service a high-risk AI system referred 
to in Article 6(2), the provider or, where 
applicable, the authorised representative 
shall register that system in the EU 
database referred to in Article 60.

1. Before placing on the market or putting 
into service an AI system referred to in the 
following paragraphs the provider or, 
where applicable, the authorised 
representative shall register that system in 
the EU database referred to in Article 60.

Or. en

Amendment 523
Adam Jarubas, Janusz Lewandowski, Krzysztof Hetman, Radosław Sikorski, Jerzy 
Buzek

Proposal for a regulation
Article 51 – paragraph 1

Text proposed by the Commission Amendment

Before placing on the market or putting 
into service a high-risk AI system referred 
to in Article 6(2), the provider or, where 
applicable, the authorised representative 

1. Before placing on the market or putting 
into service a high-risk AI system referred 
to in Article 6(2), the provider or, where 
applicable, the authorised representative 
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shall register that system in the EU 
database referred to in Article 60.

shall register that system in the EU 
database referred to in Article 60.

Or. en

Amendment 524
Elena Kountoura

Proposal for a regulation
Article 51 – paragraph 1 – point a (new)

Text proposed by the Commission Amendment

(a) a high-risk AI system referred to 
in Article 6(2);

Or. en

Amendment 525
Elena Kountoura

Proposal for a regulation
Article 51 – paragraph 1 – point b (new)

Text proposed by the Commission Amendment

(b) any AI system referred to in 
Article 52, paragraphs 1b and 2;

Or. en

Amendment 526
Elena Kountoura

Proposal for a regulation
Article 51 – paragraph 1 a (new)

Text proposed by the Commission Amendment

2. Before using an AI system referred to 
in the following paragraphs the user or, 
where applicable, the authorised 
representative shall register the uses of 
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that system in the EU database referred to 
in Article 60. A new registration entry 
must be completed by the user for each 
use of any of these AI systems:
a. high-risk AI systems referred to in 
Article 6 paragraph 2;
b. any AI system referred to in Article 52 
paragraphs 1b and 2.

Or. en

Amendment 527
Adam Jarubas, Janusz Lewandowski, Krzysztof Hetman, Radosław Sikorski, Eva 
Maydell, Jerzy Buzek

Proposal for a regulation
Article 51 – paragraph 1 a (new)

Text proposed by the Commission Amendment

2. A high-risk AI system designed, 
developed, trained, validate, tested or 
approved to be placed on the market or 
put into service, outside the EU, can be 
registered in the EU database referred to 
in Article 60 and placed on the market or 
put into service in EU only if it is proven 
that at all the stages of its design, 
development, training, validation, testing 
or approval, all the obligations required 
from such AI systems in EU have been 
met.

Or. en

Amendment 528
Miapetra Kumpula-Natri
on behalf of the S&D Group

Proposal for a regulation
Article 51 – paragraph 1 a (new)

Text proposed by the Commission Amendment
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Before using a high-risk AI system 
referred to in Article 6(2) the user or 
where applicable the authorised 
representative shall register the uses of 
that system in the EU database referred to 
in the Article 60. A new registration entry 
must be complemented by the user for 
each high risk use of the AI system.

Or. en

Amendment 529
Elena Kountoura

Proposal for a regulation
Article 51 – paragraph 1 b (new)

Text proposed by the Commission Amendment

3. Before using an AI system, public 
authorities shall register the uses of that 
system in the EU database referred to in 
Article 60. A new registration entry must 
be completed by the user for each use of 
an AI system.

Or. en

Amendment 530
Francesca Donato

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, 

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.
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prevent, investigate and prosecute 
criminal offences, unless those systems 
are available for the public to report a 
criminal offence.

Or. it

Amendment 531
Elena Kountoura

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. 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 in a clear, easily understandable 
and intelligible way 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.

Or. en

Amendment 532
Henna Virkkunen

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 

1. Providers shall ensure that AI 
systems to whose primary function is 
to interact with natural persons are 
designed and developed in such a way that 
natural persons are informed that they are 
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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.

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.

Or. en

Amendment 533
Miapetra Kumpula-Natri
on behalf of the S&D Group

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. Providers shall ensure that AI 
systems intended to interact with natural 
and legal 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 authorized 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

Amendment 534
Miapetra Kumpula-Natri
on behalf of the S&D Group

Proposal for a regulation
Article 52 – paragraph 1 a (new)

Text proposed by the Commission Amendment



PE730.106v01-00 76/148 AM\1253012EN.docx

EN

1a. Users of a high-risk AI system, 
referred to in Article 6(2), shall inform 
natural and legal persons exposed thereto 
of the operation of the system.

Or. en

Amendment 535
Elena Kountoura

Proposal for a regulation
Article 52 – paragraph 1 a (new)

Text proposed by the Commission Amendment

1a. Users of a high-risk AI system, 
referred to in Article 6(2), shall inform 
natural persons exposed thereto of the 
operation of the system.

Or. en

Amendment 536
Francesca Donato

Proposal for a regulation
Article 52 – paragraph 2

Text proposed by the Commission Amendment

2. Users of an emotion recognition 
system or a biometric categorisation 
system shall inform of the operation of the 
system the natural persons exposed thereto. 
This obligation shall not apply to AI 
systems used for biometric categorisation, 
which are permitted by law to detect, 
prevent and investigate criminal offences.

2. Users of an emotion recognition 
system or a biometric categorisation 
system shall inform of the operation of the 
system the natural persons exposed thereto.

Or. it

Amendment 537
Elena Kountoura
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Proposal for a regulation
Article 52 – paragraph 2

Text proposed by the Commission Amendment

2. Users of an emotion recognition 
system or a biometric categorisation 
system shall inform of the operation of the 
system the natural persons exposed thereto. 
This obligation shall not apply to AI 
systems used for biometric categorisation, 
which are permitted by law to detect, 
prevent and investigate criminal offences.

2. Users of an emotion recognition 
system or a biometric categorisation 
system shall inform of the operation of the 
system the natural persons exposed thereto.

Or. en

Amendment 538
Elena Kountoura

Proposal for a regulation
Article 52 – paragraph 3 – introductory part

Text proposed by the Commission Amendment

3. Users of an AI system that 
generates or manipulates image, audio or 
video content that appreciably resembles 
existing persons, objects, places or other 
entities or events and would falsely appear 
to a person to be authentic or truthful 
(‘deep fake’), shall disclose that the content 
has been artificially generated or 
manipulated.

3. Users of an AI system that 
generates or manipulates image, audio or 
video content that appreciably resembles 
existing persons, objects, places or other 
entities or events and would falsely appear 
to a person to be authentic or truthful 
(‘deep fake’), shall disclose in an 
appropriate, clear and visible manner, that 
the content has been artificially generated 
or manipulated.

Or. en

Amendment 539
Patrizia Toia, Miapetra Kumpula-Natri

Proposal for a regulation
Article 52 – paragraph 3 – introductory part
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Text proposed by the Commission Amendment

3. Users of an AI system that 
generates or manipulates image, audio or 
video content that appreciably resembles 
existing persons, objects, places or other 
entities or events and would falsely appear 
to a person to be authentic or truthful 
(‘deep fake’), shall disclose that the content 
has been artificially generated or 
manipulated.

3. Users of an AI system that 
generates or manipulates image, audio or 
video content that appreciably resembles 
existing persons, objects, places or other 
entities or events and would falsely appear 
to a person to be authentic or truthful 
(‘deep fake’), shall disclose in an 
appropriate clear and visible manner that 
the content has been artificially generated 
or manipulated.

Or. en

Amendment 540
Francesca Donato

Proposal for a regulation
Article 52 – paragraph 3 – subparagraph 1

Text proposed by the Commission Amendment

However, the first subparagraph shall not 
apply where the use is authorised by law 
to detect, prevent, investigate and 
prosecute criminal offences or it is 
necessary for the exercise of the right to 
freedom of expression and the right to 
freedom of the arts and sciences 
guaranteed in the Charter of 
Fundamental Rights of the EU, and 
subject to appropriate safeguards for the 
rights and freedoms of third parties.

deleted

Or. it

Amendment 541
Elena Kountoura

Proposal for a regulation
Article 52 – paragraph 3 – subparagraph 1

Text proposed by the Commission Amendment
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However, the first subparagraph shall not 
apply where the use is authorised by law 
to detect, prevent, investigate and 
prosecute criminal offences or it is 
necessary for the exercise of the right to 
freedom of expression and the right to 
freedom of the arts and sciences 
guaranteed in the Charter of Fundamental 
Rights of the EU, and subject to 
appropriate safeguards for the rights and 
freedoms of third parties.

However, the first subparagraph shall not 
apply where the content forms part of an 
evidently artistic, creative or fictional 
cinematographic and analogous work, or 
it is necessary for the exercise of the right 
to freedom of expression and the right to 
freedom of the arts and sciences 
guaranteed in the Charter of Fundamental 
Rights of the EU, and subject to 
appropriate safeguards for the rights and 
freedoms of third parties.

Or. en

Amendment 542
Miapetra Kumpula-Natri
on behalf of the S&D Group

Proposal for a regulation
Article 52 – paragraph 3 a (new)

Text proposed by the Commission Amendment

3a. Users of AI systems referred to in 
paragraphs 1, 1a, 1b, 2, and 3 shall, when 
a decision made by or with the assistance 
of these AI systems produces legal effects 
concerning a natural person or otherwise 
significantly affects them, provide the 
affected person, following their request, 
with an explanation of the decision. The 
explanation shall be provided in a clear, 
and comprehensible manner and shall 
include meaningful, relevant information 
on the reasons for the decision, at a 
minimum:
(a) the role of AI system in the decision-
making process
(b) the logic involved, the main 
parameters of decision-making and the 
relative weights.
(c) the indication of specific personal data 
of the affected person, or other 
information, that had significant impact 
on the outcome,
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(d) the category or group into which the 
affected person has been classified,
(e) whether there was a meaningful 
human oversight in the decision-making 
process.
(f) the information about the rights to 
remedy under this Regulation, including 
the right to lodge a complaint with the 
national supervisory authority as per 
Article 52c of this Regulation.

Or. en

Amendment 543
Elena Kountoura

Proposal for a regulation
Article 52 – paragraph 3 a (new)

Text proposed by the Commission Amendment

3a. Providers of any AI system shall 
document and make available upon 
request the parameters regarding the 
environmental impact, including but not 
limited to resource consumption, resulting 
from the design, data management and 
training, the underlying infrastructures of 
the AI system, and of the methods to 
reduce such impact.

Or. en

Amendment 544
Elena Kountoura

Proposal for a regulation
Article 52 – paragraph 4

Text proposed by the Commission Amendment

4. Paragraphs 1, 2 and 3 shall not 
affect the requirements and obligations set 
out in Title III of this Regulation.

4. 5. Paragraphs 1, 2, 3 and 3a shall 
not affect the requirements and obligations 
set out in Title III of this Regulation.
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Or. en

Amendment 545
Henna Virkkunen

Proposal for a regulation
Article 52 a (new)

Text proposed by the Commission Amendment

Article 52 a
General purpose AI systems

1. The placing on the market, putting into 
service or use of general purpose AI 
systems shall not, by themselves only, 
make those systems subject to the 
provisions of this Regulation.
2. Any person who places on the market 
or puts into service under its own name or 
trademark or uses a general purpose AI 
system made available on the market or 
put into service for an intended purpose 
that makes it subject to the provisions of 
this Regulation shall be considered the 
provider of the AI system subject to the 
provisions of this Regulation.
3. Paragraph 2 shall apply, mutatis 
mutandis, to any person who integrates a 
general purpose AI system made available 
on the market, with or without modifying 
it, into an AI system whose intended 
purpose makes it subject to the provisions 
of this Regulation.
4. The provisions of this Article shall 
apply irrespective of whether the general 
purpose AI system is open source software 
or not.

Or. en

Justification

This Article reflects the lines of the Council by the addition of a new article, clarifying the 
roles and scope of the act and the applicability of the requirements and obligations of the Act.
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Amendment 546
Robert Roos

Proposal for a regulation
Article 52 a (new)

Text proposed by the Commission Amendment

Article 52 a
General purpose AI-systems

1. The placing on the market, putting into 
service or use of general purpose AI-
systems shall not, by themselves only, 
make those systems subject to the 
provisions of this Regulation.
2. Any person who places on the market 
or puts into service under its own name or 
trademark or uses a general purpose AI-
system made available on the market or 
put into service for an intended purpose 
that makes it subject to the provisions of 
this Regulation shall be considered the 
provider of the AI system.
3. Paragraph 2 shall apply, mutatis 
mutandis, to any person who integrates a 
general purpose AI-system made available 
on the market, with or without modifying 
it, into an AI-system whose intended 
purpose makes it subject to the provisions 
of this Regulation.
4. The provisions of this Article shall 
apply irrespective of whether the general 
purpose AI-system is open source 
software or not.

Or. en

Amendment 547
Miapetra Kumpula-Natri
on behalf of the S&D Group

Proposal for a regulation
Article 52 a (new)
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Text proposed by the Commission Amendment

Article 52 a
Right not to be subject to non-compliant 

AI systems
Natural and legal persons shall have the 
right not to be subjected to AI systems, 
which are posing an unacceptable risk 
pursuant to Article 5, or do not comply 
with the requirements of this Regulation.

Or. en

Amendment 548
Miapetra Kumpula-Natri
on behalf of the S&D Group

Proposal for a regulation
Article 52 b (new)

Text proposed by the Commission Amendment

Article 52 b
Right to information about the use and 

functioning of AI systems
1. Natural and legal persons shall have 
the right to be informed that they are 
being subjected to a high-risk AI system 
as defined in Article 6, or other AI 
systems as defined in Article 52.
2. Natural and legal persons shall have 
the right to be informed, upon request, 
about the reasons for a decision, 
producing legal effects or significantly 
affecting them, taken with the assistance 
of AI system as specified in Article 52 (3a) 
of this Regulation.
3. The information outlined in 
paragraphs 1 and 2 shall be provided in a 
clear and comprehensible manner.

Or. en
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Amendment 549
Miapetra Kumpula-Natri
on behalf of the S&D Group

Proposal for a regulation
Article 52 c (new)

Text proposed by the Commission Amendment

Article 52 c
Right to lodge a complaint with a national 

supervisory authority
1. Natural and legal persons who consider 
that their rights under this Regulation 
have been infringed shall have the right to 
lodge a complaint against the provider or 
user with a national supervisory authority 
in the Member State of his or her 
residence, place of work, or place of the 
alleged infringement.
2. National supervisory authorities shall 
have the duty to investigate, in 
conjunction with relevant market 
surveillance authority if applicable, the 
alleged infringement and inform the 
complainant, within a period of 6 months, 
of the outcome of the complaint, 
including the possibility of a judicial 
remedy pursuant to Article 52e.

Or. en

Amendment 550
Miapetra Kumpula-Natri
on behalf of the S&D Group

Proposal for a regulation
Article 52 d (new)

Text proposed by the Commission Amendment

Article 52 d
Representation of natural persons and the 
right for public interest organisations to 



AM\1253012EN.docx 85/148 PE730.106v01-00

EN

lodge a complaint with national 
supervisory authority

1. Natural and legal persons who consider 
that their rights under this Regulation 
have been infringed shall have the right to 
ask a public interest organisation to lodge 
a complaint on their behalf with a 
national competent authority and to 
exercise on their behalf their rights as 
referred to in Articles 52c and 52e.
2. A public interest organization is a not-
for-profit body, organization or 
association which has been properly 
established in accordance with the law of 
a Member State, has statutory objectives 
which are in the public interest.
3. Public interest organisations shall have 
the right to lodge complaints with 
national competent authorities, 
independently of the mandate of the 
natural or legal person, if they consider 
that an AI system has been placed on the 
market, put into service, or used in a way 
that infringes this Regulation, or is 
otherwise in violation of fundamental 
rights or other aspects of public interest 
protection, pursuant to article 67.
4. National supervisory authorities have 
the duty to investigate, in conjunction 
with relevant market surveillance 
authority if applicable, and respond 
within a period of 6 months to all 
complaints made by public interest 
organizations.

Or. en

Amendment 551
Miapetra Kumpula-Natri
on behalf of the S&D Group

Proposal for a regulation
Article 52 e (new)
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Text proposed by the Commission Amendment

Article 52 e
Right to an effective remedy against the 

national supervisory authority
1. Without prejudice to any other 
administrative or non-judicial remedy, 
each natural or legal person shall have 
the right to an effective judicial remedy 
against a legally binding decision of a 
national supervisory authority concerning 
them.
2. Without prejudice to any other 
administrative or non-judicial remedy, 
each natural and legal person shall have 
the right to an effective judicial remedy 
where the national supervisory authority 
does not handle a complaint or does not 
inform the person within 6 months on the 
progress or outcome of the complaint 
lodged pursuant to Articles 52c and 52d.
3. Proceedings against a national 
supervisory authority shall be brought 
before the courts of the Member State 
where the national supervisory authority 
is established.

Or. en

Amendment 552
Miapetra Kumpula-Natri
on behalf of the S&D Group

Proposal for a regulation
Article 52 f (new)

Text proposed by the Commission Amendment

Article 52 f
Right to an effective remedy against a 

user for the infringement of rights
1. Without prejudice to any available 
administrative or non-judicial remedy, 
any natural and legal person shall have 
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the right to an effective judicial remedy 
against a user where they consider that 
their rights under this Regulation have 
been infringed or they have been subject 
to an AI system in non-compliance with 
this Regulation.
2. Any natural and legal person who has 
suffered material or non-material damage 
due to an infringement of this Regulation 
shall have the right to receive 
compensation from the user for the 
damage suffered.

Or. en

Amendment 553
Miapetra Kumpula-Natri
on behalf of the S&D Group

Proposal for a regulation
Article 53 – paragraph 1

Text proposed by the Commission Amendment

1. AI regulatory sandboxes 
established by one or more Member States 
competent authorities or the European Data 
Protection Supervisor shall provide a 
controlled environment that facilitates the 
development, testing and validation of 
innovative AI systems for a limited time 
before their placement on the market or 
putting into service pursuant to a specific 
plan. This shall take place under the direct 
supervision and guidance by the competent 
authorities with a view to ensuring 
compliance with the requirements of this 
Regulation and, where relevant, other 
Union and Member States legislation 
supervised within the sandbox.

1. AI regulatory sandboxes 
established by the Commission in 
collaboration with one or more Member 
States competent authorities or the 
European Data Protection Supervisor shall 
provide a controlled environment that 
facilitates the safe development, testing 
and validation of innovative AI systems for 
a limited time before their placement on 
the market or putting into service pursuant 
to a specific plan. This shall take place 
under the direct supervision and guidance 
of the Commission in collaboration with 
the competent authorities with a view to 
ensuring compliance with the requirements 
of this Regulation and, where relevant, 
other Union and Member States legislation 
supervised within the sandbox. The 
Commission shall play a complementary 
role, allowing those Member States with 
demonstrated experience with sandboxing 
to build on their expertise and, on the 
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other hand, assisting and providing 
technical understanding and resources to 
those Member States that seek guidance 
on the set-up and running of these 
regulatory sandboxes.

Or. en

Amendment 554
Romana Jerković, Robert Hajšel, Miapetra Kumpula-Natri

Proposal for a regulation
Article 53 – paragraph 1

Text proposed by the Commission Amendment

1. AI regulatory sandboxes 
established by one or more Member States 
competent authorities or the European Data 
Protection Supervisor shall provide a 
controlled environment that facilitates the 
development, testing and validation of 
innovative AI systems for a limited time 
before their placement on the market or 
putting into service pursuant to a specific 
plan. This shall take place under the direct 
supervision and guidance by the competent 
authorities with a view to ensuring 
compliance with the requirements of this 
Regulation and, where relevant, other 
Union and Member States legislation 
supervised within the sandbox.

1. AI regulatory sandboxes 
established by one or more Member States 
competent authorities or the European Data 
Protection Supervisor, and in 
collaboration with SMEs, start-ups, 
enterprises and other innovators, shall 
provide a controlled environment that 
facilitates the development, testing and 
validation of innovative AI systems for a 
limited time before their placement on the 
market or putting into service pursuant to a 
specific plan. For Member States 
competent authorities or the European 
Data Protection Supervisor, this shall take 
place under the direct supervision and 
guidance by the competent authorities with 
a view to ensuring compliance with the 
requirements of this Regulation and, where 
relevant, other Union and Member States 
legislation supervised within the sandbox. 
SMEs, start-ups, enterprises and other 
innovators shall conduct live experiments 
for new business models in collaboration 
with the Member State competent 
authorities.

Or. en

Amendment 555
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Elena Kountoura

Proposal for a regulation
Article 53 – paragraph 1

Text proposed by the Commission Amendment

1. AI regulatory sandboxes 
established by one or more Member States 
competent authorities or the European Data 
Protection Supervisor shall provide a 
controlled environment that facilitates the 
development, testing and validation of 
innovative AI systems for a limited time 
before their placement on the market or 
putting into service pursuant to a specific 
plan. This shall take place under the direct 
supervision and guidance by the competent 
authorities with a view to ensuring 
compliance with the requirements of this 
Regulation and, where relevant, other 
Union and Member States legislation 
supervised within the sandbox.

1. AI regulatory sandboxes 
established by one or more Member States 
competent authorities or the European Data 
Protection Supervisor shall provide a 
strictly controlled environment that 
facilitates the development, testing and 
validation of innovative AI systems for a 
limited time before their placement on the 
market or putting into service pursuant to a 
specific plan. This shall take place under 
the direct supervision and guidance by the 
competent authorities with a view to 
identifying risks in particular to health, 
safety, and fundamental rights, ensuring 
compliance with the requirements of this 
Regulation and, where relevant, other 
Union and Member States legislation 
supervised within the sandbox.

Or. en

Amendment 556
Henna Virkkunen

Proposal for a regulation
Article 53 – paragraph 1

Text proposed by the Commission Amendment

1. AI regulatory sandboxes 
established by one or more Member States 
competent authorities or the European Data 
Protection Supervisor shall provide a 
controlled environment that facilitates the 
development, testing and validation of 
innovative AI systems for a limited time 
before their placement on the market or 
putting into service pursuant to a specific 
plan. This shall take place under the direct 
supervision and guidance by the competent 

1. AI regulatory sandboxes 
established by one or more Member States 
competent authorities or the European Data 
Protection Supervisor shall provide a 
controlled environment that facilitates the 
development, testing and validation of 
innovative AI systems and secure 
processing of personal data for a limited 
time before their placement on the market 
or putting into service pursuant to a 
specific plan. This shall take place under 



PE730.106v01-00 90/148 AM\1253012EN.docx

EN

authorities with a view to ensuring 
compliance with the requirements of this 
Regulation and, where relevant, other 
Union and Member States legislation 
supervised within the sandbox.

the direct supervision and guidance by the 
competent authorities with a view to 
ensuring compliance with the requirements 
of this Regulation and, where relevant, 
other Union and Member States legislation 
supervised within the sandbox.

Or. en

Justification

As proposed, the article establishing frameworks for regulatory sandboxes is rather weak. 
The key thing is the ability to process personal data on an easy and safe manner in the AI 
regulatory sandbox. The proposal only provides extension for public bodies, but this facility 
should be extended to private companies as well.

Amendment 557
Henna Virkkunen

Proposal for a regulation
Article 53 – paragraph 1 a (new)

Text proposed by the Commission Amendment

1a. The controllers of personal data 
referred to in Article 4(7) of Regulation 
(EU) 2016/679 may further process 
personal data in an AI regulatory 
sandbox to the extent that it is necessary 
for the purposes of development, testing 
and validation of AI systems. Right of 
processing is subject to appropriate 
safeguards for the fundamental rights and 
freedoms of natural persons. This 
processing shall not be considered 
incompatible with the initial purposes.

Or. en

Amendment 558
Romana Jerković, Robert Hajšel, Miapetra Kumpula-Natri

Proposal for a regulation
Article 53 – paragraph 2
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Text proposed by the Commission Amendment

2. Member States shall ensure that to 
the extent the innovative AI systems 
involve the processing of personal data or 
otherwise fall under the supervisory remit 
of other national authorities or competent 
authorities providing or supporting access 
to data, the national data protection 
authorities and those other national 
authorities are associated to the operation 
of the AI regulatory sandbox.

2. Member States shall ensure that to 
the extent the innovative AI systems 
involve the processing of personal data or 
otherwise fall under the supervisory remit 
of other national authorities or competent 
authorities providing or supporting access 
to data, the national data protection 
authorities and those other national 
authorities are associated to the operation 
of the AI regulatory sandbox established 
by one or more Member States competent 
authorities or the European Data 
Protection Supervisor. Start-ups, SMEs, 
enterprises and other innovators may 
request access to personal data from 
relevant national authorities to be used in 
their AI sandbox while ensuring 
compliance with the requirements of this 
Regulation and, where relevant, other 
Union and Member States legislation 
supervised within the sandbox

Or. en

Amendment 559
Miapetra Kumpula-Natri
on behalf of the S&D Group

Proposal for a regulation
Article 53 – paragraph 2

Text proposed by the Commission Amendment

2. Member States shall ensure that to 
the extent the innovative AI systems 
involve the processing of personal data or 
otherwise fall under the supervisory remit 
of other national authorities or competent 
authorities providing or supporting access 
to data, the national data protection 
authorities and those other national 
authorities are associated to the operation 
of the AI regulatory sandbox.

2. The Commission in collaboration 
with Member States shall ensure that to the 
extent the innovative AI systems involve 
the processing of personal data or 
otherwise fall under the supervisory remit 
of other national authorities or competent 
authorities providing or supporting access 
to data, the national data protection 
authorities and those other national 
authorities are associated to the operation 
of the AI regulatory sandbox.
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Or. en

Amendment 560
Elena Kountoura

Proposal for a regulation
Article 53 – paragraph 3

Text proposed by the Commission Amendment

3. The AI regulatory sandboxes shall 
not affect the supervisory and corrective 
powers of the competent authorities. Any 
significant risks to health and safety and 
fundamental rights identified during the 
development and testing of such systems 
shall result in immediate mitigation and, 
failing that, in the suspension of the 
development and testing process until such 
mitigation takes place.

3. The AI regulatory sandboxes shall 
not affect the supervisory and corrective 
powers of the competent authorities. 
Regulatory sandboxes involving activities 
that may impact health, safety and 
fundamental rights, democracy and rule of 
law or the environment shall be developed 
in accordance with redress-by-design 
principles. Any significant risks identified 
during the development and testing of such 
systems shall result in immediate 
mitigation and, failing that, in the 
suspension of the development and testing 
process until such mitigation takes place.

Or. en

Amendment 561
Jordi Solé
on behalf of the Greens/EFA Group

Proposal for a regulation
Article 53 – paragraph 3

Text proposed by the Commission Amendment

3. The AI regulatory sandboxes shall 
not affect the supervisory and corrective 
powers of the competent authorities. Any 
significant risks to health and safety and 
fundamental rights identified during the 
development and testing of such systems 
shall result in immediate mitigation and, 
failing that, in the suspension of the 
development and testing process until such 

3. The AI regulatory sandboxes shall 
not affect the supervisory and corrective 
powers of the competent authorities and 
can only be implemented in 
a specified area with approval of the 
regional or local authorities. Any 
significant risks to environment, health 
and safety and fundamental rights 
identified during the development and 
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mitigation takes place. testing of such systems shall result in 
immediate mitigation and, failing that, in 
the suspension of the development and 
testing process until such mitigation takes 
place.

Or. en

Justification

THe role of regional and local authorities needs to be maintained and their powers cannot be 
diminished without approval.

Amendment 562
Francesca Donato

Proposal for a regulation
Article 53 – paragraph 3

Text proposed by the Commission Amendment

3. The AI regulatory sandboxes shall 
not affect the supervisory and corrective 
powers of the competent authorities. Any 
significant risks to health and safety and 
fundamental rights identified during the 
development and testing of such systems 
shall result in immediate mitigation and, 
failing that, in the suspension of the 
development and testing process until such 
mitigation takes place.

3. The AI regulatory sandboxes shall 
not affect the supervisory and corrective 
powers of the competent authorities. Any 
significant risks to health and safety and 
fundamental rights identified during the 
development and testing of such systems 
shall result in immediate mitigation or 
closure of the sandbox and, failing that, in 
the suspension of the development and 
testing process until such mitigation takes 
place.

Or. it

Amendment 563
Romana Jerković, Robert Hajšel, Miapetra Kumpula-Natri

Proposal for a regulation
Article 53 – paragraph 3

Text proposed by the Commission Amendment

3. The AI regulatory sandboxes shall 
not affect the supervisory and corrective 

3. The AI regulatory sandboxes shall 
not affect the supervisory and corrective 
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powers of the competent authorities. Any 
significant risks to health and safety and 
fundamental rights identified during the 
development and testing of such systems 
shall result in immediate mitigation and, 
failing that, in the suspension of the 
development and testing process until such 
mitigation takes place.

powers of the competent authorities. Any 
significant risks to health and safety and 
fundamental rights identified during the 
development and testing of AI systems 
shall result in immediate mitigation and, 
failing that, in the suspension of the 
development and testing process until such 
mitigation takes place.

Or. en

Amendment 564
Romana Jerković, Robert Hajšel, Miapetra Kumpula-Natri

Proposal for a regulation
Article 53 – paragraph 5

Text proposed by the Commission Amendment

5. Member States’ competent 
authorities that have established AI 
regulatory sandboxes shall coordinate their 
activities and cooperate within the 
framework of the European Artificial 
Intelligence Board. They shall submit 
annual reports to the Board and the 
Commission on the results from the 
implementation of those scheme, including 
good practices, lessons learnt and 
recommendations on their setup and, where 
relevant, on the application of this 
Regulation and other Union legislation 
supervised within the sandbox.

5. Member States’ competent 
authorities that have established AI 
regulatory sandboxes shall coordinate their 
activities and cooperate within the 
framework of the European Artificial 
Intelligence Board. They shall submit 
annual reports to the Board and the 
Commission on the results from the 
implementation of those scheme, including 
good practices, lessons learnt and 
recommendations on their setup and, where 
relevant, on the application of this 
Regulation and other Union legislation 
supervised within the sandbox. SMEs, 
start-ups, enterprises and other innovators 
are invited to share their good practices, 
lessons learnt and recommendations on 
their AI sandboxes with Member State 
competent authorities.

Or. en

Amendment 565
Miapetra Kumpula-Natri
on behalf of the S&D Group
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Proposal for a regulation
Article 53 – paragraph 5

Text proposed by the Commission Amendment

5. Member States’ competent 
authorities that have established AI 
regulatory sandboxes shall coordinate their 
activities and cooperate within the 
framework of the European Artificial 
Intelligence Board. They shall submit 
annual reports to the Board and the 
Commission on the results from the 
implementation of those scheme, including 
good practices, lessons learnt and 
recommendations on their setup and, where 
relevant, on the application of this 
Regulation and other Union legislation 
supervised within the sandbox.

5. The Commission and Member 
States’ competent authorities that have 
established AI regulatory sandboxes shall 
coordinate their activities and cooperate 
within the framework of the Commission's 
AI Regulatory Sandboxing programme. 
The Commission shall submit annual 
reports to the European Artificial 
Intelligence Board on the results from the 
implementation of those schemes, 
including good practices, lessons learnt and 
recommendations on their setup and, where 
relevant, on the application of this 
Regulation and other Union legislation 
supervised within the sandbox.

Or. en

Amendment 566
Jordi Solé
on behalf of the Greens/EFA Group

Proposal for a regulation
Article 53 – paragraph 5

Text proposed by the Commission Amendment

5. Member States’ competent 
authorities that have established AI 
regulatory sandboxes shall coordinate their 
activities and cooperate within the 
framework of the European Artificial 
Intelligence Board. They shall submit 
annual reports to the Board and the 
Commission on the results from the 
implementation of those scheme, including 
good practices, lessons learnt and 
recommendations on their setup and, where 
relevant, on the application of this 
Regulation and other Union legislation 
supervised within the sandbox.

5. Member States’ competent 
authorities that have established AI 
regulatory sandboxes shall coordinate their 
activities and cooperate within the 
framework of the European Artificial 
Intelligence Board. They shall submit 
annual reports to the Board and the 
Commission on the results from the 
implementation of those scheme, including 
best practices, computational energy use 
and efficiency, lessons learnt and 
recommendations on their setup and, where 
relevant, on the application of this 
Regulation and other Union legislation 
supervised within the sandbox.
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Or. en

Justification

Underlining the importance of energy use

Amendment 567
Henna Virkkunen

Proposal for a regulation
Article 53 – paragraph 5

Text proposed by the Commission Amendment

5. Member States’ competent 
authorities that have established AI 
regulatory sandboxes shall coordinate 
their activities and cooperate within the 
framework of the European Artificial 
Intelligence Board. They shall submit 
annual reports to the Board and the 
Commission on the results from the 
implementation of those scheme, including 
good practices, lessons learnt and 
recommendations on their setup and, where 
relevant, on the application of this 
Regulation and other Union legislation 
supervised within the sandbox.

5. Member States’ competent 
authorities shall coordinate their activities 
with regards to AI regulatory sandboxes 
and cooperate within the framework of the 
European Artificial Intelligence Board. 
They shall submit annual reports to the 
Board and the Commission on the results 
from the implementation of those scheme, 
including good practices, lessons learnt and 
recommendations on their setup and, where 
relevant, on the application of this 
Regulation and other Union legislation 
supervised within the sandbox.

Or. en

Amendment 568
Miapetra Kumpula-Natri
on behalf of the S&D Group

Proposal for a regulation
Article 53 – paragraph 6 a (new)

Text proposed by the Commission Amendment

6a. The Commission shall establish an 
EU AI Regulatory Sandboxing 
Programme whose modalities referred to 
in Article 53(6) shall cover the elements 
set out in Annex IXa. The Commission 
shall proactively coordinate with national 
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and local authorities, where relevant.

Or. en

Amendment 569
Robert Roos

Proposal for a regulation
Article 55 – title

Text proposed by the Commission Amendment

Measures for small-scale providers and 
users

Measures for SMEs and users

Or. nl

Amendment 570
Francesca Donato

Proposal for a regulation
Article 55 – paragraph 1 – introductory part

Text proposed by the Commission Amendment

1. Member States shall undertake the 
following actions:

1. Member States may undertake the 
following actions:

Or. it

Amendment 571
Romana Jerković, Robert Hajšel, Miapetra Kumpula-Natri

Proposal for a regulation
Article 55 – paragraph 1 – point a

Text proposed by the Commission Amendment

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

(a) provide SME providers, including 
start-ups with priority access to the AI 
regulatory sandboxes established by one or 
more Member States competent 
authorities or the European Data 
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Protection Supervisor to the extent that 
they fulfil the eligibility conditions;

Or. en

Amendment 572
Elena Kountoura

Proposal for a regulation
Article 55 – paragraph 1 – point a

Text proposed by the Commission Amendment

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

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

Or. en

Amendment 573
Nicola Beer, Klemen Grošelj, Iskra Mihaylova, Martina Dlabajová

Proposal for a regulation
Article 55 – paragraph 1 – point a

Text proposed by the Commission Amendment

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

(a) provide SME providers, including 
start-ups with priority access to the AI 
regulatory sandboxes to the extent that they 
fulfil the eligibility conditions;

Or. en

Amendment 574
Robert Roos

Proposal for a regulation
Article 55 – paragraph 1 – point a
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Text proposed by the Commission Amendment

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

(a) provide SMEs and start-ups with 
priority access to the AI regulatory 
sandboxes to the extent that they fulfil the 
eligibility conditions;

Or. nl

Amendment 575
Nicola Beer, Klemen Grošelj, Iskra Mihaylova, Martina Dlabajová

Proposal for a regulation
Article 55 – paragraph 1 – point b

Text proposed by the Commission Amendment

(b) organise specific awareness raising 
activities about the application of this 
Regulation tailored to the needs of the 
small-scale providers and users;

(b) organise specific awareness raising 
and enhanced digital skills development 
activities about the application of this 
Regulation tailored to the needs of SME 
providers, including start-ups and users;

Or. en

Amendment 576
Robert Roos

Proposal for a regulation
Article 55 – paragraph 1 – point b

Text proposed by the Commission Amendment

(b) organise specific awareness raising 
activities about the application of this 
Regulation tailored to the needs of the 
small-scale providers and users;

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

Or. nl

Amendment 577
Nicola Beer, Klemen Grošelj, Iskra Mihaylova, Martina Dlabajová
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Proposal for a regulation
Article 55 – paragraph 1 – point c

Text proposed by the Commission Amendment

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

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

Or. en

Amendment 578
Robert Roos

Proposal for a regulation
Article 55 – paragraph 1 – point c

Text proposed by the Commission Amendment

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

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

Or. nl

Amendment 579
Nicola Beer, Klemen Grošelj, Iskra Mihaylova, Martina Dlabajová

Proposal for a regulation
Article 55 – paragraph 1 a (new)

Text proposed by the Commission Amendment

1a. ‘Regulatory sandbox’ means a 
facility established by the Commission in 
collaboration with one or more Member 
States competent authorities or the 
European Data Protection Supervisor that 
provides an appropriate controlled and 
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flexible environment that facilitates the 
safe development, testing and validation 
of innovative AI systems for a limited time 
before their placement on the market or 
putting into service pursuant to a specific 
plan.

Or. en

Amendment 580
Nicola Beer, Klemen Grošelj, Iskra Mihaylova, Martina Dlabajová

Proposal for a regulation
Article 55 – paragraph 2

Text proposed by the Commission Amendment

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

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

Or. en

Amendment 581
Robert Roos

Proposal for a regulation
Article 55 – paragraph 2

Text proposed by the Commission Amendment

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

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

Or. nl
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Amendment 582
Nicola Beer, Klemen Grošelj, Iskra Mihaylova, Martina Dlabajová

Proposal for a regulation
Article 55 – paragraph 2 a (new)

Text proposed by the Commission Amendment

2a. The Commission shall regularly 
assess the certification and compliance 
costs for SMEs, including start-ups, 
through consultations with the SME 
providers, start-ups and users.

Or. en

Amendment 583
Josianne Cutajar, Miapetra Kumpula-Natri

Proposal for a regulation
Article 55 – paragraph 2 a (new)

Text proposed by the Commission Amendment

2a. Where appropriate, Member States 
shall find synergies and cooperate via 
relevant instruments funded by EU 
programmes, such as the European 
Digital Innovation Hubs.

Or. en

Amendment 584
Elena Kountoura

Proposal for a regulation
Article 55 a (new)

Text proposed by the Commission Amendment

Article 55 a
Right not to be subject to non-compliant 

AI systems
1. Natural persons shall have the right not 
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to be subject to AI systems that: 
(a) pose an unacceptable risk pursuant to 
Article 5, or
(b) otherwise do not comply with the 
requirements of this Regulation.

Or. en

Amendment 585
Elena Kountoura

Proposal for a regulation
Article 55 b (new)

Text proposed by the Commission Amendment

Article 55 b
Right to information about the use and 

functioning of AI systems
1. Natural persons shall have the right to 
be informed that they have been exposed 
to high-risk AI systems as defined in 
Article 6, and other AI systems as defined 
in Article 52.
2. Natural persons shall have the right to 
be provided upon request, with an 
explanation for decisions producing legal 
effects or otherwise significantly affecting 
them or outcomes related to them taken by 
or with the assistance of systems within 
the scope of this Regulation, pursuant to 
Article 52 paragraph (3b).
3. The information outlined in 
paragraphs 1 and 2 shall be provided in a 
clear, easily understandable and 
intelligible way, in a manner that is 
accessible for persons with disabilities.

Or. en

Amendment 586
Elena Kountoura
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Proposal for a regulation
Article 55 c (new)

Text proposed by the Commission Amendment

Article 55 c
Right to lodge a complaint with a national 

supervisory authority
1. Natural persons affected by the 
operation of AI systems within the scope 
of this Regulation, who consider that their 
rights under this Regulation have been 
infringed shall have the right to lodge a 
complaint with a national supervisory 
authority in the Member State of their 
habitual residence, place of work, or place 
of the alleged infringement.
2. National supervisory authorities have 
the duty to investigate, in conjunction 
with relevant market surveillance 
authority if applicable, the alleged 
infringement and inform the complainant, 
within a period of 3 months, of the 
outcome of the complaint, including the 
possibility of a judicial remedy pursuant 
to Article 55e.

Or. en

Amendment 587
Elena Kountoura

Proposal for a regulation
Article 55 d (new)

Text proposed by the Commission Amendment

Article 55 d
Representation of natural persons and the 
right for public interest organisations to 

lodge a complaint with national 
supervisory authority

1. Natural persons who consider that their 
rights under this Regulation have been 
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infringed shall have the right to mandate 
a public interest organisation to lodge a 
complaint on their behalf with a national 
competent authority and to exercise on 
their behalf their rights as, referred to in 
Articles 55c and 55e.
2. Public interest organisations shall have 
the right to lodge complaints with 
national competent authorities, 
independently of the mandate of the 
natural person, if they consider that an AI 
system has been placed on the market, put 
into service, or used in a way that 
infringes this Regulation, or is otherwise 
in violation of fundamental rights or 
other aspects of public interest protection, 
pursuant to article 67.

Or. en

Amendment 588
Elena Kountoura

Proposal for a regulation
Article 55 e (new)

Text proposed by the Commission Amendment

Article 55 e
Right to an effective remedy against the 

national supervisory authority
1. Without prejudice to any other 
administrative or non-judicial remedy, 
each natural or legal person shall have 
the right to an effective judicial remedy 
against a legally binding decision of a 
national supervisory authority concerning 
them.
2. Without prejudice to any other 
administrative or non-judicial remedy, 
each natural person shall have the right 
to an effective judicial remedy where the 
national supervisory authority does not 
handle a complaint or does not inform the 
person within three months on the 
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progress or outcome of the complaint 
lodged pursuant to Articles 55c and 55d.
3. Proceedings against a national 
supervisory authority shall be brought 
before the courts of the Member State 
where the national supervisory authority 
is established.

Or. en

Amendment 589
Elena Kountoura

Proposal for a regulation
Article 55 f (new)

Text proposed by the Commission Amendment

Article 55 f
Right to an effective remedy against a 

user for the infringement of rights
1. Without prejudice to any available 
administrative or non-judicial remedy, 
any natural person shall have the right to 
an effective judicial remedy against a user 
where they consider that their rights 
under this Regulation have been infringed 
or has been subject to an AI system 
otherwise in non-compliance with this 
Regulation.
2. Any person who has suffered material 
or non-material damage as a result of an 
infringement of this Regulation shall have 
the right to receive compensation from the 
user for the damage suffered.

Or. en

Amendment 590
Lina Gálvez Muñoz, Miapetra Kumpula-Natri, Ibán García Del Blanco, Carlos 
Zorrinho, Robert Hajšel, Romana Jerković, Adriana Maldonado López, Josianne 
Cutajar
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Proposal for a regulation
Article 56 – paragraph 2 – point a

Text proposed by the Commission Amendment

(a) contribute to the effective 
cooperation of the national supervisory 
authorities and the Commission with 
regard to matters covered by this 
Regulation;

(a) promote and support effective 
cooperation of the national supervisory 
authorities and the Commission with 
regard to matters covered by this 
Regulation;

Or. en

Amendment 591
Lina Gálvez Muñoz, Ibán García Del Blanco, Carlos Zorrinho, Robert Hajšel, Romana 
Jerković, Adriana Maldonado López, Josianne Cutajar

Proposal for a regulation
Article 56 – paragraph 2 – point c a (new)

Text proposed by the Commission Amendment

(ca) assist developers, deployers and 
users of AI systems to meet the 
requirements of this Regulation, 
including those set out in present and 
future Union legislation, in particular 
SMEs and start-ups.

Or. en

Amendment 592
Robert Roos

Proposal for a regulation
Article 56 – paragraph 2 – point c a (new)

Text proposed by the Commission Amendment

(ca) consider how the Union could 
better develop synergies, for example 
through Horizon Europe and EuroHPC, 
in order to promote the take-up of AI.

Or. nl
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Amendment 593
Elena Kountoura

Proposal for a regulation
Article 56 – paragraph 2 – point c a (new)

Text proposed by the Commission Amendment

(ca) (d) launch an evaluation 
procedure for an AI system.

Or. en

Amendment 594
Elena Kountoura

Proposal for a regulation
Article 56 – paragraph 2 – point c b (new)

Text proposed by the Commission Amendment

(cb) assist providers and users of AI 
systems, in particular SMEs and start-
ups to meet the requirements of this 
Regulation.

Or. en

Amendment 595
Eva Kaili, Ivo Hristov

Proposal for a regulation
Article 57 – paragraph 1

Text proposed by the Commission Amendment

1. The Board shall be composed of the 
national supervisory authorities, who shall 
be represented by the head or equivalent 
high-level official of that authority, and the 
European Data Protection Supervisor. 
Other national authorities may be invited to 
the meetings, where the issues discussed 

1. The Board shall be composed of the 
national supervisory authorities, who shall 
be represented by the head or equivalent 
high-level official of that authority, the 
European Data Protection Supervisor. The 
European Union Agency for 
Fundamental Rights will have the status 
of observer in the Board. Other national 
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are of relevance for them. authorities, as well as representatives of 
small and medium-sized enterprises and 
startups, may be invited to the meetings, 
where the issues discussed are of relevance 
for them.

Or. en

Amendment 596
Elena Kountoura

Proposal for a regulation
Article 57 – paragraph 1

Text proposed by the Commission Amendment

1. The Board shall be composed of the 
national supervisory authorities, who shall 
be represented by the head or equivalent 
high-level official of that authority, and the 
European Data Protection Supervisor. 
Other national authorities may be invited to 
the meetings, where the issues discussed 
are of relevance for them.

1. The Board shall be composed of the 
national supervisory authorities, who shall 
be represented by the head or equivalent 
high-level official of that authority, and the 
European Data Protection Supervisor, the 
EU Agency for Fundamental Rights, 
ENISA and EIGE. Other national 
authorities may be invited to the meetings, 
where the issues discussed are of relevance 
for them.

Or. en

Amendment 597
Adam Jarubas, Janusz Lewandowski, Krzysztof Hetman, Radosław Sikorski, Eva 
Maydell, Jerzy Buzek

Proposal for a regulation
Article 57 – paragraph 3 a (new)

Text proposed by the Commission Amendment

3a. The Board shall establish a AI 
Advisory Council (Advisory Council). The 
Advisory Council shall be composed of 
relevant representatives from industry, 
research, academia, civil society, 
standardisation organisations, relevant 
common European data spaces and other 
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relevant stakeholders or third parties 
appointed by the Board, representing all 
Member States to maintain geographical 
balance. The Advisory Council shall 
support the work of the Board by 
providing advice relating to the tasks of 
the Board. The Advisory Council shall 
nominate a relevant representative, 
depending on the configuration in which 
the Board meets, to attend meetings of the 
Board and to participate in its work. The 
composition of the Advisory Council and 
its recommendations to the Board shall be 
made public.

Or. en

Amendment 598
Gianna Gancia, Matteo Adinolfi, Elena Lizzi, Paolo Borchia, Isabella Tovaglieri, Angelo 
Ciocca

Proposal for a regulation
Article 57 – paragraph 4

Text proposed by the Commission Amendment

4. The Board may invite external 
experts and observers to attend its meetings 
and may hold exchanges with interested 
third parties to inform its activities to an 
appropriate extent. To that end the 
Commission may facilitate exchanges 
between the Board and other Union bodies, 
offices, agencies and advisory groups.

4. The Board shall invite external 
experts and observers, including providers 
with appropriate skills and proven 
experience in supporting Member State 
authorities in the preparation and 
management of experimentation and test 
facilities, to attend its meetings and may 
hold exchanges with interested third parties 
to inform its activities to an appropriate 
extent. To that end the Commission may 
facilitate exchanges between the Board and 
other Union bodies, offices, agencies and 
advisory groups.

Or. it

Justification

Some providers have unique experience in collaborating with governments and national 
authorities in the creation of structures for IA experimentation and testing, and could offer 
relevant skills to strengthen national AI ecosystems, including support for smaller actors such 
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as SMEs in the experimentation and validation processes. Their regular participation in the 
Board could therefore provide a valuable contribution to future strategic activities and AI 
roadmaps.

Amendment 599
Elena Kountoura

Proposal for a regulation
Article 57 – paragraph 4

Text proposed by the Commission Amendment

4. The Board may invite external 
experts and observers to attend its 
meetings and may hold exchanges with 
interested third parties to inform its 
activities to an appropriate extent. To that 
end the Commission may facilitate 
exchanges between the Board and other 
Union bodies, offices, agencies and 
advisory groups.

4. The Board shall be reinforced on a 
technical level by the creation of a 
specialised body of external experts and 
observers. To that end the Commission 
may facilitate exchanges between the 
Board and other Union bodies, offices, 
agencies and the specialised body. The 
composition of the specialised body shall 
ensure fair representation of consumer 
organisations, social partners, civil society 
organisations and academics specialised 
in AI. Its meetings and their minutes shall 
be published online.

Or. en

Amendment 600
Miapetra Kumpula-Natri
on behalf of the S&D Group

Proposal for a regulation
Article 57 – paragraph 4

Text proposed by the Commission Amendment

4. The Board may invite external 
experts and observers to attend its 
meetings and may hold exchanges with 
interested third parties to inform its 
activities to an appropriate extent. To that 
end the Commission may facilitate 
exchanges between the Board and other 
Union bodies, offices, agencies and 

4. When relevant, the Board shall 
invite external experts, in particular a 
standing expert on fundamental rights, 
and other observers to attend its meetings 
and shall hold exchanges with interested 
third parties to inform its activities to an 
appropriate extent. To that end the 
Commission shall facilitate exchanges 
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advisory groups. between the Board, other Union bodies, 
offices, agencies and advisory groups and 
civil society and social partners.

Or. en

Amendment 601
Elena Kountoura

Proposal for a regulation
Article 58 – paragraph 1 – point c – introductory part

Text proposed by the Commission Amendment

(c) issue opinions, recommendations or 
written contributions on matters related to 
the implementation of this Regulation, in 
particular

(c) issue guidelines, opinions, 
recommendations or written contributions 
on matters related to the implementation of 
this Regulation, in particular

Or. en

Amendment 602
Miapetra Kumpula-Natri
on behalf of the S&D Group

Proposal for a regulation
Article 58 – paragraph 1 – point c – point iii a (new)

Text proposed by the Commission Amendment

(iiia) on the impacts on fundamental 
rights and outcomes for different groups 
in society, including for children and 
other vulnerable groups.

Or. en

Amendment 603
Elena Kountoura

Proposal for a regulation
Article 58 – paragraph 1 – point c – point iii a (new)
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Text proposed by the Commission Amendment

(iiia) on the need for the amendment of 
the Annexes,

Or. en

Amendment 604
Eva Kaili, Ivo Hristov

Proposal for a regulation
Article 58 – paragraph 1 – point c a (new)

Text proposed by the Commission Amendment

(ca) work towards establishing an 
independent and well-resourced 
European Regulatory Agency for 
Artificial Intelligence within the first two 
years after the entry into force of this 
Regulation. Among its tasks, said agency 
will:
a) ensure the enforcement of this 
Regulation and advise and propose 
amendments to the European 
Commission when the need arises to 
update any of its articles, including the 
list of prohibited artificial intelligence 
practices (Article 5), the classification 
rules for high-risk AI systems (Article 6), 
or any of the annexes accompanying this 
Regulation;
b) establish a risk assessment matrix for 
classifying algorithm types and 
application domains according to their 
potential negative impact on health, 
safety, the environment, or fundamental 
rights;
c) collaborate with and advise other 
regulatory agencies and national 
regulators regarding Artificial 
Intelligence systems as they apply to the 
remit of those agencies (e.g. on data 
protection or the use of Artificial 
Intelligence systems used by law 
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enforcement or judicial agencies);
d) facilitate the effectiveness of the tort 
liability mechanism as means for 
regulating accountability of Artificial 
Intelligence systems by providing a 
contact point for citizens who are not 
familiar with legal procedures;
e) audit the algorithmic impact 
assessments of high-risk AI systems 
defined in Article 6(2) and Annex III, and 
approve or reject the proposed uses of 
algorithmic decision-making in highly 
sensitive or safety-critical application 
domains (e.g. private health-care);
f) investigate suspected cases of human 
rights violations by algorithmic decision-
making systems, in both individual 
decision instances (e.g. singular aberrant 
outcomes) and statistical decision patterns 
(e.g. discriminatory bias);
g) produce the necessary guidelines to 
support the harmonised implementation 
of this Regulation, particularly on the 
establishment and operation of AI 
regulatory sandboxes and on the 
obligations of stakeholders along the AI 
value chain (e.g. providers, importers, and 
users).

Or. en

Justification

The rapid spread of AI systems across the Single Market increases the likelihood of cross-
border cases that can have a significant impact on health, fundamental rights, or the 
environment. It is thus crucial to ensure a harmonised enforcement of this Regulation. An EU-
level Regulatory Agency for AI would provide the independent oversight and expert 
monitoring capacity required. Its remit would go beyond that of the European AI Board, 
which has only an assisting role. Once constituted, this Agency could substitute the Board by 
incorporating its members and turning it into an autonomous organisation with enforcement 
and monitoring powers.

Amendment 605
Elena Kountoura
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Proposal for a regulation
Article 58 – paragraph 1 – point c a (new)

Text proposed by the Commission Amendment

(ca) to provide specific guidance and 
assistance to SMEs and start-
ups regarding the compliance of the 
obligations set out in this Regulation;

Or. en

Amendment 606
Robert Roos

Proposal for a regulation
Article 58 – paragraph 1 – point c a (new)

Text proposed by the Commission Amendment

(ca) identify and address existing 
bottlenecks.

Or. nl

Amendment 607
Elena Kountoura

Proposal for a regulation
Article 60 – title

Text proposed by the Commission Amendment

EU database for stand-alone high-risk AI 
systems

EU database for stand-alone high-risk AI 
systems and certain AI systems, uses 
thereof, and uses of AI systems by public 
authorities

Or. en

Amendment 608
Elena Kountoura
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Proposal for a regulation
Article 60 – paragraph 1

Text proposed by the Commission Amendment

1. The Commission shall, in 
collaboration with the Member States, set 
up and maintain a EU database containing 
information referred to in paragraph 2 
concerning high-risk AI systems referred to 
in Article 6(2) which are registered in 
accordance with Article 51.

1. The Commission shall, in 
collaboration with the Member States, set 
up and maintain a EU database containing 
information referred to in paragraph 2 
concerning:

a. high-risk AI systems referred to in 
Article 6(2) which are registered in 
accordance with Article 51(1);
b. any AI system referred to in Article 52 
paragraphs 1b and 2 which are registered 
in accordance with Article 51(1);
c. any uses of high-risk AI systems 
referred to in Article 6(2)which are 
registered in accordance with Article 
51(2);
d. any uses of AI systems referred to in 
Article 52 paragraph1b and 2 which are 
registered in accordance with Article 
51(2);
e. any uses of AI systems by or on behalf 
of public authorities registered in 
accordance with Article 51(3).

Or. en

Amendment 609
Elena Kountoura

Proposal for a regulation
Article 60 – paragraph 2

Text proposed by the Commission Amendment

2. The data listed in Annex VIII shall 
be entered into the EU database by the 
providers. The Commission shall provide 
them with technical and administrative 
support.

2. The data listed in Annex VIII shall 
be entered into the EU database by the 
providers and users. The Commission 
shall provide them with technical and 
administrative support. The following 
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information should be included in the EU 
database:
(a) For registrations according to 
paragraph 1(a) and 1(b), the data listed in 
Annex VIII point 1 shall be entered into 
the EU database by the providers.
(b) For registrations according to 
paragraph 1(c), 1(d) and 1(e), the data 
listed in Annex VIII point 2 shall be 
entered into the EU database by the users.

Or. en

Amendment 610
Elena Kountoura

Proposal for a regulation
Article 60 – paragraph 3

Text proposed by the Commission Amendment

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

3. Information contained in the EU 
database shall be accessible to the public, 
comply with the accessibility requirements 
of Annex I to Directive 2019/882, and be 
user-friendly, navigable, and machine-
readable, containing structured digital 
data based on a standardised protocol.

Or. en

Amendment 611
Elena Kountoura

Proposal for a regulation
Article 60 – paragraph 4

Text proposed by the Commission Amendment

4. The EU database shall contain 
personal data only insofar as necessary for 
collecting and processing information in 
accordance with this Regulation. That 
information shall include the names and 

4. The EU database shall contain 
personal data only insofar as necessary for 
collecting and processing information in 
accordance with this Regulation. That 
information shall include the names and 
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contact details of natural persons who are 
responsible for registering the system and 
have the legal authority to represent the 
provider.

contact details of natural persons who are 
responsible for registering the system and 
have the legal authority to represent the 
provider or the user.

Or. en

Amendment 612
Elena Kountoura

Proposal for a regulation
Article 60 – paragraph 5

Text proposed by the Commission Amendment

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

5. The Commission shall be the 
controller of the EU database. It shall also 
ensure to providers and users adequate 
technical and administrative support, in 
particular in relation to registrations 
according to paragraph 1(e).

Or. en

Amendment 613
Francesca Donato

Proposal for a regulation
Article 61 – paragraph 1

Text proposed by the Commission Amendment

1. Providers shall establish and 
document a post-market monitoring system 
in a manner that is proportionate to the 
nature of the artificial intelligence 
technologies and the risks of the high-risk 
AI system.

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

Or. it

Amendment 614
Francesca Donato
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Proposal for a regulation
Article 61 – paragraph 2

Text proposed by the Commission Amendment

2. The post-market monitoring system 
shall actively and systematically collect, 
document and analyse relevant data 
provided by users or collected through 
other sources on the performance of high-
risk AI systems throughout their lifetime, 
and allow the provider to evaluate the 
continuous compliance of AI systems with 
the requirements set out in Title III, 
Chapter 2.

2. The post-market monitoring system 
shall actively and systematically collect, 
document and analyse relevant data 
provided by users or collected through 
other sources on the performance of AI 
systems throughout their lifetime, and 
allow the provider to evaluate the 
continuous compliance of AI systems with 
the requirements set out in Title III, 
Chapter 2.

Or. it

Amendment 615
Gianna Gancia, Matteo Adinolfi, Elena Lizzi, Paolo Borchia, Isabella Tovaglieri, Angelo 
Ciocca

Proposal for a regulation
Article 61 – paragraph 2 a (new)

Text proposed by the Commission Amendment

2a. Since the sensitive nature of some 
high-risk AI systems, especially systems 
used by public authorities, agencies and 
institutions to prevent, investigate, detect 
or prosecute crimes, could result in 
significant restrictions on the collection 
and sharing of data between the end user 
and the provider, end users must involve 
the provider in the definition of aspects 
such as the nature of data made available 
for post-marketing monitoring and the 
degree of anonymisation of data. This 
should take place as early as the system 
design stage, in order to allow the 
provider to perform activities under the 
Regulation with a complete data set that 
has already been validated by the final 
user before the activity, and with a level of 
security that is proportionate to the task 
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carried out by the system. The end user 
must remain responsible for the 
disclosure of data contained in such 
groups of data.

Or. it

Justification

Since a certain number of high-risk AI systems are used by national authorities to conduct 
sensitive activities - such as police investigations - which renders post-marketing monitoring 
by providers difficult and sometimes virtually impossible, it is important that those 
institutional end users establish a framework for collaborating with providers and facilitating 
this activity as appropriate.

Amendment 616
Francesca Donato

Proposal for a regulation
Article 62 – paragraph 1 – introductory part

Text proposed by the Commission Amendment

1. Providers of high-risk AI systems 
placed on the Union market shall report 
any serious incident or any malfunctioning 
of those systems which constitutes a breach 
of obligations under Union law intended to 
protect fundamental rights to the market 
surveillance authorities of the Member 
States where that incident or breach 
occurred.

1. Providers of AI systems placed on 
the Union market shall report any serious 
incident or any malfunctioning of those 
systems which constitutes a breach of 
obligations under Union law intended to 
protect fundamental rights to the market 
surveillance authorities of the Member 
States where that incident or breach 
occurred.

Or. it

Amendment 617
Tsvetelina Penkova, Miapetra Kumpula-Natri

Proposal for a regulation
Article 64 – paragraph 1

Text proposed by the Commission Amendment

1. Access to data and documentation 
in the context of their activities, the market 

1. Access to data and documentation 
in the context of their activities, the market 
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surveillance authorities shall be granted 
full access to the training, validation and 
testing datasets used by the provider, 
including through application 
programming interfaces (‘API’) or other 
appropriate technical means and tools 
enabling remote access.

surveillance authorities shall be granted 
access to the training, validation and 
testing datasets used by the provider, 
including through application 
programming interfaces (‘API’) or other 
appropriate technical means and tools 
enabling remote access.

Or. en

Amendment 618
Tsvetelina Penkova, Miapetra Kumpula-Natri

Proposal for a regulation
Article 64 – paragraph 2

Text proposed by the Commission Amendment

2. Where necessary to assess the 
conformity of the high-risk AI system with 
the requirements set out in Title III, 
Chapter 2 and upon a reasoned request, the 
market surveillance authorities shall be 
granted access to the source code of the AI 
system.

2. Where necessary to assess the 
conformity of the high-risk AI system with 
the requirements set out in Title III, 
Chapter 2 and upon a reasoned request, the 
market surveillance authorities shall be 
granted access to the source code, or if 
impossible, all related data sets used to 
train or place the AI system on the 
market.

Or. en

Amendment 619
Elena Kountoura

Proposal for a regulation
Article 65 – paragraph 1

Text proposed by the Commission Amendment

1. AI systems presenting a risk shall 
be understood as a product presenting a 
risk defined in Article 3, point 19 of 
Regulation (EU) 2019/1020 insofar as risks 
to the health or safety or to the protection 
of fundamental rights of persons are 
concerned.

1. AI systems presenting a risk shall 
be understood as a product presenting a 
risk defined in Article 3, point 19 of 
Regulation (EU) 2019/1020 insofar as risks 
to the health or safety in general, 
including safety in the workplace, 
protection of consumers, the environment, 
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or to the protection of fundamental rights 
of persons are concerned, including 
autonomy of choice, access to goods and 
services, unfair discrimination and 
economic harm, privacy and data 
protection, as well as societal risks.

Or. en

Amendment 620
Elena Kountoura

Proposal for a regulation
Article 65 – paragraph 2 – introductory part

Text proposed by the Commission Amendment

2. Where the market surveillance 
authority of a Member State has sufficient 
reasons to consider that an AI system 
presents a risk as referred to in paragraph 
1, they shall carry out an evaluation of the 
AI system concerned in respect of its 
compliance with all the requirements and 
obligations laid down in this Regulation. 
When risks to the protection of 
fundamental rights are present, the market 
surveillance authority shall also inform the 
relevant national public authorities or 
bodies referred to in Article 64(3). The 
relevant operators shall cooperate as 
necessary with the market surveillance 
authorities and the other national public 
authorities or bodies referred to in Article 
64(3).

2. Where the market surveillance 
authority of a Member State has sufficient 
reasons to consider that an AI system 
presents a risk as referred to in paragraph 
1, they shall carry out an evaluation of the 
AI system concerned in respect of its 
compliance with all the requirements and 
obligations laid down in this Regulation. 
When risks to the protection of 
fundamental rights are present, the market 
surveillance authority shall also inform the 
Board and the relevant national public 
authorities or bodies referred to in Article 
64(3). The relevant operators shall 
cooperate as necessary with the market 
surveillance authorities and the other 
national public authorities or bodies 
referred to in Article 64(3).

Or. en

Amendment 621
Elena Kountoura

Proposal for a regulation
Article 66 – paragraph 1
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Text proposed by the Commission Amendment

1. Where, within three months of 
receipt of the notification referred to in 
Article 65(5), objections are raised by a 
Member State against a measure taken by 
another Member State, or where the 
Commission considers the measure to be 
contrary to Union law, the Commission 
shall without delay enter into consultation 
with the relevant Member State and 
operator or operators and shall evaluate the 
national measure. On the basis of the 
results of that evaluation, the Commission 
shall decide whether the national measure 
is justified or not within 9 months from the 
notification referred to in Article 65(5) and 
notify such decision to the Member State 
concerned.

1. Where, within three months of 
receipt of the notification referred to in 
Article 65(5), objections are raised by the 
European Parliament or a Member State 
against a measure taken by another 
Member State, or where the Commission 
considers the measure to be contrary to 
Union law, or has sufficient reasons to 
believe that an AI system presents a risk 
or affects consumers in more than one 
Member State the Commission shall 
without delay enter into consultation with 
the relevant Member State and operator or 
operators and shall evaluate the national 
measure. On the basis of the results of that 
evaluation, the Commission shall decide 
whether the national measure is justified or 
not within 9 months from the notification 
referred to in Article 65(5) and notify such 
decision to the Member State concerned.

Or. en

Justification

Justification : Article 11 of Regulation (EU) No 1025/2012 on European standardisation, 
referred in §3 of this article 66, also allows the European Parliament to place a formal 
objection.

Amendment 622
Elena Kountoura

Proposal for a regulation
Article 66 – paragraph 3

Text proposed by the Commission Amendment

3. Where the national measure is 
considered justified and the non-
compliance of the AI system is attributed 
to shortcomings in the harmonised 
standards or common specifications 
referred to in Articles 40 and 41 of this 
Regulation, the Commission shall apply 
the procedure provided for in Article 11 of 

3. Where the national measure is 
considered justified and the non-
compliance of the AI system is attributed 
to shortcomings in the harmonised 
standards or common specifications 
referred to in Articles 40 and 41 of this 
Regulation, the Commission shall apply 
the procedure provided for in Article 11 of 
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Regulation (EU) No 1025/2012. Regulation (EU) No 1025/2012.The 
Commission shall also have the possibility 
to suggest alternative measures to the 
Member State concerned. 

Or. en

Amendment 623
Adam Jarubas, Janusz Lewandowski, Krzysztof Hetman, Radosław Sikorski

Proposal for a regulation
Article 71 – paragraph 1

Text proposed by the Commission Amendment

1. In compliance with the terms and 
conditions laid down in this Regulation, 
Member States shall lay down the rules on 
penalties, including administrative fines, 
applicable to infringements of this 
Regulation and shall take all measures 
necessary to ensure that they are properly 
and effectively implemented. The penalties 
provided for shall be effective, 
proportionate, and dissuasive. They shall 
take into particular account the interests of 
small-scale providers and start-up and 
their economic viability.

1. In compliance with the terms and 
conditions laid down in this Regulation, 
the Commission in consultation with 
Member States shall lay down the rules on 
penalties, including administrative fines, 
applicable to infringements of this 
Regulation and in cooperation with 
Member States shall take all measures 
necessary to ensure that they are properly 
and effectively implemented. The penalties 
provided for shall be effective, 
proportionate, and dissuasive. They shall 
take into particular account the size and the 
interests of SME providers, including 
start-ups and their economic viability

Or. en

Amendment 624
Robert Roos

Proposal for a regulation
Article 71 – paragraph 1

Text proposed by the Commission Amendment

1. In compliance with the terms and 
conditions laid down in this Regulation, 
Member States shall lay down the rules on 
penalties, including administrative fines, 

1. In compliance with the terms and 
conditions laid down in this Regulation, 
Member States shall lay down the rules on 
penalties, including administrative fines, 
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applicable to infringements of this 
Regulation and shall take all measures 
necessary to ensure that they are properly 
and effectively implemented. The penalties 
provided for shall be effective, 
proportionate, and dissuasive. They shall 
take into particular account the interests of 
small-scale providers and start-up and 
their economic viability.

applicable to infringements of this 
Regulation and shall take all measures 
necessary to ensure that they are properly 
and effectively implemented. The penalties 
provided for shall be effective, 
proportionate, and dissuasive. They shall 
take into particular account the interests of 
SMEs and their economic viability.

Or. nl

Amendment 625
Adam Jarubas, Janusz Lewandowski, Krzysztof Hetman, Radosław Sikorski

Proposal for a regulation
Article 71 – paragraph 2

Text proposed by the Commission Amendment

2. The Member States shall notify the 
Commission of those rules and of those 
measures and shall notify it, without 
delay, of any subsequent amendment 
affecting them.

deleted

Or. en

Amendment 626
Robert Roos

Proposal for a regulation
Article 71 – paragraph 5

Text proposed by the Commission Amendment

5. The supply of incorrect, incomplete 
or misleading information to notified 
bodies and national competent authorities 
in reply to a request shall be subject to 
administrative fines of up to 10 000 000 
EUR or, if the offender is a company, up to 
2 % of its total worldwide annual turnover 
for the preceding financial year, whichever 
is higher.

5. The supply of incorrect, incomplete 
or misleading information to notified 
bodies and national competent authorities 
in reply to a request shall be subject to 
administrative fines of up to 10 000 000 
EUR or, if the offender is a company, up to 
2 % of its total worldwide annual turnover 
for the preceding financial year, whichever 
is higher.
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If the information supplied is incomplete, 
a period of two months shall be granted in 
which to provide the requested 
information.

Or. nl

Amendment 627
Francesca Donato

Proposal for a regulation
Article 72 – paragraph 2 – introductory part

Text proposed by the Commission Amendment

2. The following infringements shall 
be subject to administrative fines of up to 
500 000 EUR:

2. The following infringements shall 
be subject to administrative fines of up to 
1 000 000 EUR:

Or. it

Amendment 628
Francesca Donato

Proposal for a regulation
Article 72 – paragraph 3

Text proposed by the Commission Amendment

3. The non-compliance of the AI 
system with any requirements or 
obligations under this Regulation, other 
than those laid down in Articles 5 and 10, 
shall be subject to administrative fines of 
up to 250 000 EUR.

3. The non-compliance of the AI 
system with any requirements or 
obligations under this Regulation, other 
than those laid down in Articles 5 and 10, 
shall be subject to administrative fines of 
up to 500 000 EUR.

Or. it

Amendment 629
Francesca Donato

Proposal for a regulation
Article 83 – paragraph 1 – introductory part
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Text proposed by the Commission Amendment

1. This Regulation shall not apply to 
the AI systems which are components of 
the large-scale IT systems established by 
the legal acts listed in Annex IX that have 
been placed on the market or put into 
service before [12 months after the date of 
application of this Regulation referred to in 
Article 85(2)], unless the replacement or 
amendment of those legal acts leads to a 
significant change in the design or intended 
purpose of the AI system or AI systems 
concerned.

1. This Regulation shall not apply to 
the AI systems which are components of 
the large-scale IT systems established by 
the legal acts listed in Annex IX that have 
been placed on the market or put into 
service before [3 months after the date of 
application of this Regulation referred to in 
Article 85(2)], unless the replacement or 
amendment of those legal acts leads to a 
significant change in the design or intended 
purpose of the AI system or AI systems 
concerned.

Or. it

Amendment 630
Tsvetelina Penkova, Miapetra Kumpula-Natri

Proposal for a regulation
Article 83 – paragraph 2

Text proposed by the Commission Amendment

2. This Regulation shall apply to the 
high-risk AI systems, other than the ones 
referred to in paragraph 1, that have been 
placed on the market or put into service 
before [date of application of this 
Regulation referred to in Article 85(2)], 
only if, from that date, those systems are 
subject to significant changes in their 
design or intended purpose.

2. This Regulation shall apply to the 
high-risk AI systems, other than the ones 
referred to in paragraph 1, that have been 
placed on the market or put into service 
before [date of application of this 
Regulation referred to in Article 85(2)], 
only if, from that date, those systems are 
subject to substantial modifications as 
defined in Article 3(23) in their design or 
intended purpose.

Or. en

Amendment 631
Gianna Gancia, Matteo Adinolfi, Elena Lizzi, Paolo Borchia, Isabella Tovaglieri, Angelo 
Ciocca

Proposal for a regulation
Annex I – point b
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Text proposed by the Commission Amendment

(b) Logic- and knowledge-based 
approaches, including knowledge 
representation, inductive (logic) 
programming, knowledge bases, inference 
and deductive engines, (symbolic) 
reasoning and expert systems;

deleted

Or. it

Amendment 632
Henna Virkkunen

Proposal for a regulation
Annex I – point b

Text proposed by the Commission Amendment

(b) Logic- and knowledge-based 
approaches, including knowledge 
representation, inductive (logic) 
programming, knowledge bases, inference 
and deductive engines, (symbolic) 
reasoning and expert systems;

(b) Logic- and inductive (logic) 
programming, inference and deductive 
engines.

Or. en

Amendment 633
Gianna Gancia, Matteo Adinolfi, Elena Lizzi, Paolo Borchia, Isabella Tovaglieri, Angelo 
Ciocca

Proposal for a regulation
Annex I – point c

Text proposed by the Commission Amendment

(c) Statistical approaches, Bayesian 
estimation, search and optimization 
methods.

deleted

Or. it
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Amendment 634
Gianna Gancia, Matteo Adinolfi, Elena Lizzi, Paolo Borchia, Isabella Tovaglieri, Angelo 
Ciocca

Proposal for a regulation
Annex I – point c a (new)

Text proposed by the Commission Amendment

(ca) Approaches based on the 
assessment of behavioural and 
psychological characteristics of 
individuals, including activities, interests, 
opinions, attitudes, values and lifestyles, 
recognised through automatic means;

Or. it

Justification

This point should be understood as point d (new).

Amendment 635
Gianna Gancia, Matteo Adinolfi, Elena Lizzi, Paolo Borchia, Isabella Tovaglieri, Angelo 
Ciocca

Proposal for a regulation
Annex III – paragraph 1 – introductory part

Text proposed by the Commission Amendment

High-risk AI systems pursuant to Article 
6(2) are the AI systems listed in any of the 
following areas.

High-risk AI systems pursuant to Article 
6(2) are the AI systems listed in any of the 
following areas, whose use or application 
poses a risk of harm to health and safety 
or a negative impact on the fundamental 
rights of natural persons, groups or 
society in general.

Or. it

Amendment 636
Elena Kountoura

Proposal for a regulation
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Annex III – paragraph 1 – point 1 – point a a (new)

Text proposed by the Commission Amendment

(aa) AI systems intended to be used to 
make inferences on the basis of biometric 
data, including emotion recognition 
systems, or biometrics-based data, 
including speech patterns, tone of voice, 
lip-reading and body language analysis, 
that produces legal effects or affects the 
rights and freedoms of natural persons.

Or. en

Amendment 637
Miapetra Kumpula-Natri
on behalf of the S&D Group

Proposal for a regulation
Annex III – paragraph 1 – point 2 – point a

Text proposed by the Commission Amendment

(a) AI systems intended to be used as 
safety components in the management and 
operation of road traffic and the supply of 
water, gas, heating and electricity.

(a) AI systems intended to be used as 
safety components in the management and 
operation of road traffic, digital 
infrastructure, and the supply of water, 
gas, heating and electricity;

Or. en

Amendment 638
Adam Jarubas, Janusz Lewandowski, Krzysztof Hetman, Radosław Sikorski, Eva 
Maydell, Jerzy Buzek

Proposal for a regulation
Annex III – paragraph 1 – point 4 – point a

Text proposed by the Commission Amendment

(a) AI systems intended to be used for 
recruitment or selection of natural persons, 
notably for advertising vacancies, 
screening or filtering applications, 

(a) AI systems intended to be used for 
recruitment or selection of natural persons, 
screening or filtering applications, 
evaluating candidates in the course of 
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evaluating candidates in the course of 
interviews or tests;

interviews or tests;

Or. en

Amendment 639
Miapetra Kumpula-Natri
on behalf of the S&D Group

Proposal for a regulation
Annex III – paragraph 1 – point 4 – point b

Text proposed by the Commission Amendment

(b) 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 behavior of 
persons in such relationships.

(b) AI intended to be used for making 
decisions affecting the initiation, 
establishment, implementation and 
termination of an employment 
relationship, including AI systems 
intended to support collective legal and 
regulatory matters, particularly for task 
allocation and for monitoring and 
evaluating performance and behavior of 
persons in such relationships. .

Or. en

Amendment 640
Henna Virkkunen

Proposal for a regulation
Annex III – paragraph 1 – point 4 – point b

Text proposed by the Commission Amendment

(b) 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 behavior of 
persons in such relationships.

(b) AI intended to be used for making 
decisions on promotion and termination of 
work-related contractual relationships, for 
task allocation based on individual 
behaviour or personal traits or 
characteristics and for monitoring and 
evaluating performance and behaviour of 
persons in such relationships.

Or. en
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Amendment 641
Jordi Solé
on behalf of the Greens/EFA Group

Proposal for a regulation
Annex III – paragraph 1 – point 4 a (new)

Text proposed by the Commission Amendment

4a. Environmental impact and energy 
use: 
(a) AI systems that require a higher 
frequency of training and re-training of 
models than 60% of comparable state-of-
the-art systems; 
(b) AI systems that require training or re-
training of data quantities that exceed 
60% of comparable state-of-the-art 
systems; 
(c) AI systems that require the re-training 
of partial data-sets involved where these 
exceed 20% of the data globally available 
to the system; 
(d) AI systems other than those which 
make use of techniques involving the 
training of models that are resource 
intensive than 60% of the comparable 
state-of-the-art systems 

Or. en

Justification

Providing a methodology for assesment

Amendment 642
Elena Kountoura

Proposal for a regulation
Annex III – paragraph 1 – point 5 – point b

Text proposed by the Commission Amendment
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(b) AI systems intended to be used to 
evaluate the creditworthiness of natural 
persons or establish their credit score, 
with the exception of AI systems put into 
service by small scale providers for their 
own use;

deleted

Or. en

Amendment 643
Gianna Gancia, Matteo Adinolfi, Elena Lizzi, Paolo Borchia, Isabella Tovaglieri, Angelo 
Ciocca

Proposal for a regulation
Annex III – paragraph 1 – point 5 – point b

Text proposed by the Commission Amendment

(b) AI systems intended to be used to 
evaluate the creditworthiness of natural 
persons or establish their credit score, with 
the exception of AI systems put into 
service by small scale providers for their 
own use;

(b) Following the adoption of 
common specifications under Article 41 of 
this Regulation, AI systems intended to be 
used to evaluate the credit rating of natural 
persons or establish their credit score when 
granting access to credit or other essential 
services, with the exception of AI systems 
put into service by providers on a small 
scale for their own use and AI systems 
based on autonomous use under human 
supervision of linear regression, logistic 
regression, decision trees and other 
equally transparent, explicable and 
interpretable techniques;

Or. it

Amendment 644
Eva Kaili, Ivo Hristov

Proposal for a regulation
Annex III – paragraph 1 – point 5 – point b

Text proposed by the Commission Amendment

(b) AI systems intended to be used to 
evaluate the creditworthiness of natural 

(b) AI systems intended to be used to 
evaluate the creditworthiness of natural 
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persons or establish their credit score, with 
the exception of AI systems put into 
service by small scale providers for their 
own use;

persons, establish their credit score, or 
predict medical human conditions and 
health-related outcomes, with the 
exception of AI systems put into service by 
small scale providers for their own use;

Or. en

Amendment 645
Elena Kountoura

Proposal for a regulation
Annex III – paragraph 1 – point 5 – point c a (new)

Text proposed by the Commission Amendment

(ca) AI systems intended for making 
individual risk assessments of natural 
persons in the context of access to private 
and public services, including 
determining the amounts of insurance 
premiums.

Or. en

Amendment 646
Elena Kountoura

Proposal for a regulation
Annex III – paragraph 1 – point 5 – point c b (new)

Text proposed by the Commission Amendment

(cb) AI systems intended for or used in 
the context of payment and debt collection 
services.

Or. en

Amendment 647
Elena Kountoura

Proposal for a regulation
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Annex III – paragraph 1 – point 6 – point a

Text proposed by the Commission Amendment

(a) 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;

deleted

Or. en

Amendment 648
Elena Kountoura

Proposal for a regulation
Annex III – paragraph 1 – point 6 – point b

Text proposed by the Commission Amendment

(b) 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;

deleted

Or. en

Amendment 649
Elena Kountoura

Proposal for a regulation
Annex III – paragraph 1 – point 6 – point e

Text proposed by the Commission Amendment

(e) 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 

deleted
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behaviour of natural persons or groups;

Or. en

Amendment 650
Elena Kountoura

Proposal for a regulation
Annex III – paragraph 1 – point 7 – point a

Text proposed by the Commission Amendment

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

deleted

Or. en

Amendment 651
Elena Kountoura

Proposal for a regulation
Annex III – paragraph 1 – point 7 – point d

Text proposed by the Commission Amendment

(d) 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.

deleted

Or. en

Amendment 652
Gianna Gancia, Matteo Adinolfi, Elena Lizzi, Paolo Borchia, Isabella Tovaglieri, Angelo 
Ciocca

Proposal for a regulation
Annex III – paragraph 1 – point 8 a (new)
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Text proposed by the Commission Amendment

8a. Identification and categorisation 
of behaviour and cognitive bias of natural 
persons.

Or. it

Justification

Point 8a should actually be understood as point 9 (new)

Amendment 653
Gianna Gancia, Matteo Adinolfi, Elena Lizzi, Paolo Borchia, Isabella Tovaglieri, Angelo 
Ciocca

Proposal for a regulation
Annex IV – paragraph 1 – point 2 – point b

Text proposed by the Commission Amendment

(b) the design specifications of the 
system, namely the general logic of the AI 
system and of the algorithms; the key 
design choices including the rationale and 
assumptions made, also with regard to 
persons or groups of persons on which the 
system is intended to be used; the main 
classification choices; what the system is 
designed to optimise for and the relevance 
of the different parameters; the decisions 
about any possible trade-off made 
regarding the technical solutions adopted to 
comply with the requirements set out in 
Title III, Chapter 2;

(b) in so far as this is without 
prejudice to professional secrecy, and 
only when the request is proportionate to 
the scale of the interest being preserved, 
the design specifications of the system, 
namely the general logic of the AI system 
and of the algorithms; the key design 
choices including the rationale and 
assumptions made, also with regard to 
persons or groups of persons on which the 
system is intended to be used; the main 
classification choices; what the system is 
designed to optimise for and the relevance 
of the different parameters; the decisions 
about any possible trade-off made 
regarding the technical solutions adopted to 
comply with the requirements set out in 
Title III, Chapter 2;

Or. it

Amendment 654
Miapetra Kumpula-Natri
on behalf of the S&D Group
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Proposal for a regulation
Annex IV – paragraph 1 – point 2 – point d

Text proposed by the Commission Amendment

(d) where relevant, the data 
requirements in terms of datasheets 
describing the training methodologies and 
techniques and the training data sets used, 
including information about the 
provenance of those data sets, their scope 
and main characteristics; how the data was 
obtained and selected; labelling procedures 
(e.g. for supervised learning), data cleaning 
methodologies (e.g. outliers detection);

(d) the data requirements in terms of 
datasheets describing the training 
methodologies and techniques and the 
training data sets used, including 
information about the provenance of those 
data sets, their scope and main 
characteristics; how the data was obtained 
and selected; labelling procedures (e.g. for 
supervised learning), data cleaning 
methodologies (e.g. outliers detection);

Or. en

Amendment 655
Gianna Gancia, Matteo Adinolfi, Elena Lizzi, Paolo Borchia, Isabella Tovaglieri, Angelo 
Ciocca

Proposal for a regulation
Annex IV – paragraph 1 – point 2 – point e

Text proposed by the Commission Amendment

(e) assessment of the human oversight 
measures needed in accordance with 
Article 14, including an assessment of the 
technical measures needed to facilitate the 
interpretation of the outputs of AI systems 
by the users, in accordance with Articles 
13(3)(d);

(e) assessment of the human 
supervision measures needed in 
accordance with Article 14, including an 
assessment of the technical measures 
needed to facilitate the interpretation of the 
outputs of AI systems by the users, in 
accordance with Articles 13(3)(d);

Or. it

Amendment 656
Jordi Solé
on behalf of the Greens/EFA Group

Proposal for a regulation
Annex IV – paragraph 1 – point 3
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Text proposed by the Commission Amendment

3. Detailed information about the 
monitoring, functioning and control of the 
AI system, in particular with regard to: its 
capabilities and limitations in performance, 
including the degrees of accuracy for 
specific persons or groups of persons on 
which the system is intended to be used 
and the overall expected level of accuracy 
in relation to its intended purpose; the 
foreseeable unintended outcomes and 
sources of risks to health and safety, 
fundamental rights and discrimination in 
view of the intended purpose of the AI 
system; the human oversight measures 
needed in accordance with Article 14, 
including the technical measures put in 
place to facilitate the interpretation of the 
outputs of AI systems by the users; 
specifications on input data, as appropriate;

3. Detailed information about the 
monitoring, functioning and control of the 
AI system, in particular with regard to: its 
capabilities and limitations in performance, 
environmental sustainability and energy 
efficiency, including the degrees of 
accuracy for specific persons or groups of 
persons on which the system is intended to 
be used and the overall expected level of 
accuracy in relation to its intended 
purpose; the foreseeable unintended 
outcomes and sources of risks to energy 
grids and policy, climate and 
environmental protection, health and 
safety, fundamental rights and 
discrimination in view of the intended 
purpose of the AI system; the human 
oversight measures needed in accordance 
with Article 14, including the technical 
measures put in place to facilitate the 
interpretation of the outputs of AI systems 
by the users; specifications on input data, 
as appropriate;

Or. en

Justification

Changes aligning the requirements to the policy objectives introduced above

Amendment 657
Gianna Gancia, Matteo Adinolfi, Elena Lizzi, Paolo Borchia, Isabella Tovaglieri, Angelo 
Ciocca

Proposal for a regulation
Annex IV – paragraph 1 – point 3

Text proposed by the Commission Amendment

3. Detailed information about the 
monitoring, functioning and control of the 
AI system, in particular with regard to: its 
capabilities and limitations in performance, 
including the degrees of accuracy for 
specific persons or groups of persons on 

3. Detailed information about the 
monitoring, functioning and control of the 
AI system, in particular with regard to: its 
capabilities and limitations in performance, 
including the degrees of accuracy for 
specific persons or groups of persons on 
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which the system is intended to be used 
and the overall expected level of accuracy 
in relation to its intended purpose; the 
foreseeable unintended outcomes and 
sources of risks to health and safety, 
fundamental rights and discrimination in 
view of the intended purpose of the AI 
system; the human oversight measures 
needed in accordance with Article 14, 
including the technical measures put in 
place to facilitate the interpretation of the 
outputs of AI systems by the users; 
specifications on input data, as appropriate;

which the system is intended to be used 
and the overall expected level of accuracy 
in relation to its intended purpose; the 
foreseeable unintended outcomes and 
sources of risks to health and safety, 
fundamental rights and discrimination in 
view of the intended purpose of the AI 
system; the human supervision measures 
needed in accordance with Article 14, 
including the technical measures put in 
place to facilitate the interpretation of the 
outputs of AI systems by the users; 
specifications on input data, as appropriate;

Or. it

Amendment 658
Elena Kountoura

Proposal for a regulation
Annex VIII

Text proposed by the Commission Amendment

INFORMATION TO BE SUBMITTED 
UPON THE REGISTRATION OF 
HIGH-RISK AI SYSTEMS IN 
ACCORDANCE WITH ARTICLE 51

deleted

The following information shall be 
provided and thereafter kept up to date 
with regard to high-risk AI systems to be 
registered in accordance with Article 51.
1. Name, address and contact details of 
the provider;
2. Where submission of information is 
carried out by another person on behalf of 
the provider, the name, address and 
contact details of that person;
3. Name, address and contact details of 
the authorised representative, where 
applicable;
4. AI system trade name and any 
additional unambiguous reference 
allowing identification and traceability of 
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the AI system;
5. Description of the intended purpose of 
the AI system;
6. Status of the AI system (on the market, 
or in service; no longer placed on the 
market/in service, recalled);
7. Type, number and expiry date of the 
certificate issued by the notified body and 
the name or identification number of that 
notified body, when applicable;
8. A scanned copy of the certificate 
referred to in point 7, when applicable;
9. Member States in which the AI system 
is or has been placed on the market, put 
into service or made available in the 
Union;
10. A copy of the EU declaration of 
conformity referred to in Article 48;
11. Electronic instructions for use; this 
information shall not be provided for 
high-risk AI systems in the areas of law 
enforcement and migration, asylum and 
border control management referred to in 
Annex III, points 1, 6 and 7.
12. URL for additional information 
(optional).

Or. en

Amendment 659
Elena Kountoura

Proposal for a regulation
Annex VIII – title

Text proposed by the Commission Amendment

INFORMATION TO BE SUBMITTED 
UPON THE REGISTRATION OF HIGH-
RISK AI SYSTEMS IN ACCORDANCE 
WITH ARTICLE 51

INFORMATION TO BE SUBMITTED 
UPON THE REGISTRATION OF HIGH-
RISK AI SYSTEMS, USES THEREOF, 
AND USES OF AI SYSTEMS BY 
PUBLIC AUTHORITIES IN 
ACCORDANCE WITH ARTICLE 51
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Or. en

Amendment 660
Elena Kountoura

Proposal for a regulation
Annex VIII – paragraph 1

Text proposed by the Commission Amendment

The following information shall be 
provided and thereafter kept up to date 
with regard to high-risk AI systems to be 
registered in accordance with Article 51.

1 The following information shall be 
provided and thereafter kept up to date by 
the provider with regard to high-risk AI 
systems referred to in Article 6(2)and to 
any AI system referred to in Article 52 
1(b) and (2) to be registered in accordance 
with Article 51 (1):
(a) Name, address and contact details of 
the provider;
(b) Where submission of information is 
carried out by another person on behalf of 
the provider, the name, address and 
contact details of that person;
(c) Name, address and contact details of 
the authorised representative, where 
applicable;
(d) AI system trade name and any 
additional unambiguous reference 
allowing identification and traceability of 
the AI system;
(e) Description of the intended purpose of 
the AI system;(f) Status of the AI system 
(on the market, or in service; no longer 
placed on the market/in service, recalled);
(g) Type, number and expiry date of the 
certificate issued by the notified body and 
the name or identification number of that 
notified body, when applicable;
(h) A scanned copy of the certificate 
referred to in point 7,when applicable;
(i) Member States in which the AI system 
is or has been placed on the market, put 
into service or made available in the 
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Union;
(j) A copy of the EU declaration of 
conformity referred to in Article 48;
(k) Electronic instructions for use as 
listed in Article 13(3) and basic 
explanation of the general logic and key 
design as listed in Annex IV point 2(b) 
and of optimization choices as listed in 
Annex IV point (3).
(l) Assessment of the environmental 
impact, including but not limited to 
resource consumption, resulting from the 
design, data management and training, 
and underlying infrastructures of the AI 
system, and of the methods to reduce such 
impact;
(m) A description of how the system meets 
the relevant accessibility requirements of 
Annex I to Directive 2019/882.
(n) URL for additional information 
(optional).

Or. en

Amendment 661
Elena Kountoura

Proposal for a regulation
Annex VIII – paragraph 1 a (new)

Text proposed by the Commission Amendment

2. The following information shall be 
provided and thereafter kept up to date by 
the user with regard to uses of high-risk 
AI systems referred to in Article 6(2) and 
any AI system referred to in Article 52 
1(b) and (2) to be registered in accordance 
with Article 51(2):
(a) Name, address and contact details of 
the user;
(b) Where submission of information is 
carried out by another person on behalf of 
the user, the name, address and contact 
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details of that person;
(c) Name, address and contact details of 
the authorised representative, where 
applicable;
(d) URL of the entry of the AI system in 
the EU database by its provider, or, where 
unavailable, AI system trade name and 
any additional unambiguous reference 
allowing identification and traceability of 
the AI system;
(e) Description of the intended purpose of 
the intended use of the AI system;
(f) Description of the context and the 
geographical and temporal scope of 
application, geographic and temporal, of 
the intended use of the AI system;
(g) Basic explanation of design 
specifications of the system, namely the 
general logic of the AI system and of the 
algorithms; the key design choices 
including the rationale and assumptions 
made, also with regard to categories 
persons or groups of persons on which the 
system is intended to be used; the main 
classification choices; and what the 
system is designed to optimise for and the 
relevance of the different parameters.
(h) For high-risk AI systems and for 
systems referred to in Article 52 1(b) and 
(2), designation of persons foreseeably 
impacted by the intended use of the AI 
system as required by Article X;
(i) For high-risk AI systems, results of the 
impact assessment on the use of the AI 
system that is conducted under obligations 
imposed by Article XX of this Regulation. 
Where full public disclosure of these 
results cannot be granted for reasons of 
privacy and data protection, disclosure 
must be granted to the national 
supervisory authority, which in turn must 
be indicated in the EU database.
(j) A description of how the relevant 
accessibility requirements set out in 
Annex I to Directive 2019/882 are met by 
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the use of the AI system.

Or. en

Amendment 662
Elena Kountoura

Proposal for a regulation
Annex VIII – paragraph 1 b (new)

Text proposed by the Commission Amendment

3. The following information shall be 
provided and thereafter kept up to date by 
the user with regard to uses of AI systems 
by public authorities to be registered in 
accordance with Article 51(3):
(a) Name, address and contact details of 
the user;
(b) Where submission of information is 
carried out by another person on behalf of 
the user, the name, address and contact 
details of that person;
(c) Name, address and contact details of 
the authorised representative, where 
applicable;
(d) For high-risk AI systems, URL of the 
entry of the AI system in the EU database 
by its provider, or, for non-high risk 
systems, AI system trade name and any 
additional unambiguous reference 
allowing identification and traceability of 
the AI system;
(e) Description of the intended purpose of 
the intended use of the AI system;
(f) Description of the context and the 
geographical and temporal scope of 
application, geographic and temporal, of 
the intended use of the AI system;
(g) Basic explanation of design 
specifications of the system, namely the 
general logic of the AI system and of the 
algorithms; the key design choices 
including the rationale and assumptions 
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made, also with regard to categories 
persons or groups of persons on which the 
system is intended to be used; the main 
classification choices; and what the 
system is designed to optimise for and the 
relevance of the different parameters.
(h) Designation of persons foreseeably 
impacted by the intended use of the AI 
system;
(i) If available, results of any impact 
assessment or due diligence process 
regarding the use of the AI system that 
the user has conducted;
(j) Assessment of the foreseeable impact 
on the environment, including but not 
limited to energy consumption, resulting 
from the use of the AI system over its 
entire lifecycle, and of the methods to 
reduce such impact;
(k) A description of how the relevant 
accessibility requirements set out in 
Annex I to Directive 2019/882 are met by 
the use of the AI system.

Or. en

Amendment 663
Miapetra Kumpula-Natri
on behalf of the S&D Group

Proposal for a regulation
Annex IX a (new)

Text proposed by the Commission Amendment

MODALITIES FOR AN EU AI 
REGULATORY SANDBOXING 
PROGRAMME
1. The AI Regulatory Sandboxes shall be 
part of the EU AI Regulatory Sandboxing 
Programme (‘sandboxing programme’) to 
be established by the Commission in 
collaboration with Member States.
2. The Commission shall play a 
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complementary role, allowing those 
Member States with demonstrated 
experience with sandboxing to build on 
their expertise and the expertise of 
relevant stakeholders from industry, 
academia and civil society and, on the 
other hand, assisting and providing 
technical understanding and resources to 
those Member States that seek guidance 
on the set-up of these regulatory 
sandboxes.
3. The criteria for the access to the 
regulatory sandbox should be transparent 
and competitive.
4. Participants in the sandboxing 
programme, in particular small-scale 
providers, are granted access to pre- 
deployment services, such as preliminary 
registration of their AI system, 
compliance R&D support services, and to 
all the other relevant elements of the 
Union’s AI ecosystem and other Digital 
Single Market initiatives such as Testing 
& Experimentation Facilities, Digital 
Hubs, Centres of Excellence; and to other 
value-adding services such as 
standardisation documents and 
certification, consultation and support to 
conduct impact assessments of the AI 
systems to fundamental rights, 
environment or the society at large, an 
online social platform for the community, 
contact databases, existing portal for 
tenders and grant making and lists of EU 
investors.
5. The sandboxing programme shall, in a 
later development phase, develop and 
manage two types of regulatory 
sandboxes: Physical Regulatory 
Sandboxes for AI systems embedded in 
physical products or services and Cyber 
Regulatory Sandboxes for AI systems 
operated and used on a stand-alone basis, 
not embedded in physical products or 
services
6. The sandboxing programme shall work 
with the already established Digital 
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Innovation Hubs in Member States to 
provide a dedicated point of contact for 
entrepreneurs to raise enquiries with 
competent authorities and to seek non- 
binding guidance on the conformity of 
innovative products, services or business 
models embedding AI technologies.
7. One of the objectives of the sandboxing 
programme is to enable firms’ compliance 
with this Regulation at the design stage of 
the AI system (‘compliance-by-design’). 
To do so, the programme shall facilitate 
the development of software tools and 
infrastructure for testing, benchmarking, 
assessing and explaining dimensions of 
AI systems relevant to sandboxes, such as 
accuracy, robustness and cybersecurity as 
well as minimisation of risks to 
fundamental rights, environment and the 
society at large.
8. The sandboxing programme shall be 
rolled out in a phased fashion, with the 
various phases launched by the 
Commission upon success of the previous 
phase.
9. The sandboxing programme will have a 
built-in impact assessment procedure to 
facilitate the review of cost-effectiveness 
against the agreed-upon objectives. This 
assessment shall be drafted with input 
from Member States based on their 
experiences and shall be included as part 
of the Annual Report submitted by the 
Commission to the European Artificial 
Intelligence Board.

Or. en


