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COMMISSION IMPLEMENTING REGULATION (EU) .../..

of XXX

on practical and specific arrangements for the conduct of certain proceedings by the
Commission pursuant to Article 75c and Article 75d of Regulation (EU) 2024/1689 of the

European Parliament and of the Council

THE EUROPEAN COMMISSION,
Having regard to the Treaty on the Functioning of the European Union,

Having regard to Regulation (EU) 2024/1689 of the European Parliament and of the Council
of 13 June 2024 laying down harmonised rules on artificial intelligence and amending
Regulations (EC) No 300/2008, (EU) No 167/2013, (EU) No 168/2013, (EU) 2018/858, (EU)
2018/1139 and (EU) 2019/2144 and Directives 2014/90/EU, (EU) 2016/797 and (EU)
2020/1828%, and in particular Article 75¢(8) and Article 75d(3) thereof,

Whereas:

(1)

()

©)

(4)

Article 75(1) of Regulation (EU) 2024/1689 confers upon the Commission exclusive
competence for the supervision and enforcement of artificial intelligence (Al) systems
based on general-purpose Al models where the model and the system are developed by
the same provider or providers forming part of the same undertaking as the provider,
as well as Al systems that constitute or are integrated into very large online platforms
or very large online search engines designated in accordance with Regulation (EU)
2022/2065 of the European Parliament and of the Council?. This exclusive competence
applies to providers of such systems, as well as to deployers that are themselves the
providers of the system concerned or that form part of the same undertaking as the
provider.

In accordance with Article 75d(2) of Regulation (EU) 2024/1689, operators of Al
systems falling within the scope of Article 75(1) of that Regulation in proceedings that
may lead to decisions adopted on the basis of Article 75c(1) of that Regulation are
entitled to access the Commission’s file under negotiated disclosure arrangements, in
order to ensure the effective exercise of their rights of defence while safeguarding
legitimate interests in the protection of business secrets and other confidential
information.

In the interest of legal certainty, it is appropriate to lay down rules on limitation
periods concerning the imposition of fines and periodic penalties established under
Regulation (EU) 2024/1689 by the AI Office and enforcement of the AI Office’s
decisions.

The measures provided in this Regulation are in accordance with the opinion of the
Artificial Intelligence Committee,

OJ L, 2024/1689, 12.7.2024, ELI: http://data.europa.eu/eli/req/2024/1689/0j.

Regulation (EU) 2022/2065 of the European Parliament and of the Council of 19 October 2022 on a
Single Market For Digital Services and amending Directive 2000/31/EC (Digital Services Act) (OJ L
277,27.10.2022, p. 1, ELLI: http://data.europa.eu/eli/reg/2022/2065/0j).
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HAS ADOPTED THIS REGULATION:

Chapter |

General provisions

Article 1
Subject matter and scope

This Regulation lays down:

(@)

(b)

(@)

practical arrangements for the exercise by operators of Al systems within the scope
of Article 75(1) of Regulation (EU) 2024/1689, of the right of access to the file, and
for the negotiated disclosure of information, as provided for in Article 75d(2) and (3)
of that Regulation;

specific arrangements concerning the limitation periods governing the imposition of
penalties and enforcement of decisions, as provided for in Article 75c¢(4), (5), and (8)
of Regulation (EU) 2024/1689.

Chapter Il

Procedural safeguards

Article 2
Access to the file

Upon request, the Commission shall grant access to the file to the operator to which the
preliminary findings are addressed pursuant to Article 75c¢(2) of Regulation (EU)
2024/1689 (the “addressee”). Access to file shall not be granted before the notification of
the preliminary findings issued pursuant to Article 75c(2) of that Regulation.

When providing access to the file, the Commission shall provide the addressee with all
documents mentioned in the preliminary findings, subject to redactions that have been
made pursuant to Article 3 of this Regulation in order to protect business secrets or other
confidential information.

Without prejudice to paragraph 4, the Commission shall provide access to all documents
on its file, without any redactions, under the terms of disclosure to be set out in a
Commission decision. The terms of disclosure shall be determined in accordance with
the following:

Access to documents shall only be granted to a limited number of specified external
legal and economic counsel and external technical experts engaged by the addressee
and whose names shall be communicated to the Commission in advance.
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(b)

(©)

(d)

(€)

The specified external legal and economic counsel and external technical experts
shall be undertakings, employees of undertakings or in a situation comparable to that
of employees of undertakings. All of them shall be bound by the terms of disclosure.

Persons listed as specified external legal and economic counsel and technical experts
shall not, at the date of the Commission decision setting out the terms of disclosure,
be in an employment relationship with the addressee or in a situation comparable to
that of an employee of the addressee. Should the specified external legal or economic
counsel or external technical expert subsequently enter into such a relationship with
the addressee or with other undertakings active on the same markets as the addressee
during the investigation or during the three years following the end of the
Commission’s investigation, the specified external legal or economic counsel or
external technical expert and the addressee shall promptly inform the Commission
about the terms of such relationship. The specified external legal or economic
counsel or external technical expert in question shall also provide the Commission
with an assurance that they no longer have access to the information or documents on
the file to which they were given access according to point (a) and which were not
made available to the addressee by the Commission. They shall also provide
assurances to the Commission that they will continue to comply with the
requirements referred to in point (d) of this paragraph.

Specified external legal and economic counsel and external technical experts shall
not disclose any of the documents provided or their content to any natural or legal
person that is not a signatory to the terms of disclosure and shall not use any of the
documents provided or their content other than for the purposes referred to in Article
2(10).

The Commission shall specify, in the terms of disclosure, the technical means of the
disclosure and its duration. Disclosure may be made by electronic means or (for
some or all documents) at the Commission’s premises.

In exceptional circumstances, the Commission may decide not to grant access to certain
documents, or to grant access to partly redacted documents, under the terms of disclosure
referred to in paragraph 3 if it determines that the harm that the party that submitted the
documents in question would likely suffer from disclosure under those terms would, on
balance, outweigh the importance of the disclosure of the full document for the exercise
of the right to be heard.

In accordance with Article 75d(2) of Regulation (EU) 2024/1689, the right of access to
the Commission’s file shall not extend to confidential information, correspondence, and
internal documents of the Commission, the Al Board, the Advisory Forum, the scientific
panel, the competent authorities of the Member States, and other competent authorities,
including EU bodies, international and intergovernmental organisations, third-country
authorities. Nothing in this paragraph shall prevent the Commission from disclosing and
using information necessary to prove an infringement.

The specified external legal and economic counsel and external technical experts referred
to in paragraph 3 may, within one week of receiving access under the terms of
disclosure, make a reasoned request to the Commission for access to a non-confidential
version of any document on the Commission’s file not already provided to the addressee
under paragraph 2, with a view to making such non-confidential version available to the
addressee, or for an extension of the terms of disclosure to additional specified external
legal and economic counsel and external technical experts. Such additional access may
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10.

11.

only be granted exceptionally and provided that it is indispensable for the proper exercise
of the addressee’s right to be heard.

For the purpose of applying paragraphs 4 to 6, the Commission may require the party
that submitted the documents in question to provide a non-confidential version thereof,
pursuant to Article 3.

Where the Commission considers a request under paragraph6 to be well-founded in view
of ensuring that the addressee is in a position to exercise its right to be heard effectively,
the Commission shall request the party that submitted the documents in question either
to agree to making a non-confidential version available to the addressee or to agree to the
extension of the terms of disclosure to specified individuals or undertakings for the
documents in question only.

In the event that the party that submitted the documents in question does not agree with
the Commission’s assessment, the Commission shall adopt a decision setting out the
terms of disclosure for the documents concerned.

Documents obtained through access to the file provided pursuant to this Article shall
only be used for the purposes of the relevant proceedings within which access to those
documents was given or of judicial or administrative proceedings concerning the
application of Regulation (EU) 2024/1689 that are related to those proceedings.

At any time during the procedure, the Commission may decide, on its own initiative or
upon request, to give access to documents redacted pursuant to Article 3, instead of
granting access to file pursuant to paragraph 3 of this Article, in order to avoid a
disproportionate delay or administrative burden.

Article 3
Identification and protection of confidential information

Unless otherwise provided for in Regulation (EU) 2024/1689 or Article 2 of this
Regulation, documents or other information obtained by the Commission for the
purposes of proceedings opened pursuant to Article 75a(2) of Regulation (EU)
2024/1689 shall not be disclosed or made accessible by the Commission in so far as
they contain business secrets or other confidential information of any natural or legal
person.

The Commission shall inform natural or legal persons who are the originators of
documents or other information obtained by the Commission for the purposes of
proceedings opened pursuant to Article 75a(2) of Regulation (EU) 2024/1689 that access
to those documents or that information may be granted pursuant to Article 2 of this
Regulation. Where those persons have voluntarily supplied those documents or that
information to the Commission, they agree that access to those documents and that
information may be granted pursuant to Article 2.

Without prejudice to paragraph 2, the Commission may require natural or legal persons
who are the originators of documents in its file to identify the documents, statements, or
parts thereof which they consider to contain business secrets or other confidential
information and to identify the natural and legal persons in relation to whom that
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(@)
(b)

(©)

(@)

information is considered to be confidential. The Commission may also set a time limit
for the natural or legal persons to identify any part of a Commission decision which in
their view contains business secrets or other confidential information.

The Commission may set a time limit for such natural or legal persons to:

substantiate their claims for business secrets and other confidential information for
each individual document or part thereof;

provide the Commission with a non-confidential version of the documents in which
the business secrets and other confidential information are redacted in a clear and
intelligible manner;

provide a concise, non-confidential description of each piece of redacted
information.

If a natural or legal person fails to comply with paragraphs 3 and 4, the Commission may
consider that the information concerned does not contain business secrets or other
confidential information.

If the Commission determines that certain information that is claimed to be confidential
by a natural or legal person may be disclosed, either because this information does not
constitute a business secret or other confidential information, or because there is an
overriding interest in its disclosure, it shall inform the natural or legal person that it
intends to disclose such information unless it receives objections within one week.
Should the natural or legal person in question object, the Commission may adopt a
reasoned decision specifying the date after which the information will be disclosed. This
date shall not be less than one week from the date of notification. The decision shall be
notified to the natural or legal person concerned.

Chapter 111

Limitation periods

Article 4
Limitation periods for the imposition of penalties

In the case of continuing or repeated non-compliance with provisions referred to in
Article 75c(1) of Regulation (EU) 2024/1689, the limitation period of five years
provided for in Article 75¢(8), first subparagraph, of that Regulation shall begin on
the day on which the non-compliance ceases.

Any action taken by the Commission for the purpose of its investigation or proceedings
in respect of an operator of an Al system falling within the scope of Article 75(1) of
Regulation (EU) 2024/1689 shall interrupt the limitation period for the imposition of
fines or periodic penalty payments. Actions which interrupt the running of that period
shall include the following:

requests for documentation, explanations or other information;
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(b)
(©)
(d)
(€)
(f)

(a)
(b)

4.

5.

(a)
(b)

requests for access to conduct system evaluations;
inspections;

invitations to a structured dialogue;

the opening of proceedings pursuant to Article 75a(2); or
the re-opening of proceedings pursuant to Article 75b.

Each interruption of the period referred to in paragraph 1 shall start time running afresh.
However, the limitation period shall expire at the latest on the day on which a period
equal to twice the limitation period has elapsed without the Commission having imposed
a fine or a periodic penalty payment. That period shall be extended by the time during
which limitation is suspended pursuant to paragraph 6.

The limitation period for the imposition of fines or periodic penalty payments shall be
suspended for as long as the decision of the Commission referred to in paragraph 1 of
this article, is the subject of proceedings pending before the Court of Justice of the
European Union.

The limitation period for the imposition of fines or periodic penalty payments shall be
suspended for as long as an on-site inspection requested by the Al Office is pending
authorisation by a judicial authority.

Article 5
Limitation periods for the enforcement of penalties

The limitation period of five years to enforce decisions referred to Article 75¢(8),
second subparagraph, shall begin on the day on which the decision adopted pursuant
to Article 75¢(4) and (5) of Regulation (EU) 2024/1689 becomes final.

The time shall begin to run on the day on which the decision adopted pursuant to Article
75¢(4) and (5) of Regulation (EU) 2024/1689 becomes final.

The period referred to in paragraph 1 shall be interrupted:
by notification of a decision varying the original amount of the fine or periodic

penalty payment or refusing an application for variation;

by any action of the Commission or of a Member State, acting at the request of the
Commission, designed to enforce payment of the fine or periodic penalty payment.

Each interruption of the period referred to in paragraph 1 shall start time running afresh.
The limitation period for the enforcement of penalties shall be suspended for as long as:

time to pay is allowed; or

enforcement of payment is suspended pursuant to a decision of the Court of Justice
of the European Union or pursuant to a decision by a national court.
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Chapter IV

General and final provisions

Article 6
Beginning of time periods

Without prejudice to paragraph 2 of this Article, the time limits under Regulation (EU)
2024/1689 and this Regulation shall be calculated in accordance with Regulation
(EEC, Euratom) No 1182/71.

By way of derogation from paragraph 1 of this Article, time periods shall begin running
on the working day following the event to which the relevant provision of Regulation
(EU) 2024/1689 or this Regulation refers.

Article 7
Setting of time limits

Where the Commission sets a time limit under Regulation (EU) 2024/1689 or this
Regulation, it shall have due regard to all relevant elements of fact and law and all
the interests concerned, in particular the possibility for natural or legal persons to
exercise their right to be heard and the expediency of the proceedings or the
investigation.

Where appropriate and upon a reasoned request by the operator concerned before the
expiry of the time-limit set by the Commission, the time limit may be extended. In
deciding whether to grant such extension, the Commission shall assess whether the
reasoned request is sufficiently substantiated and whether the requested extension is
liable to have negative effects on the investigations or proceedings.

Article 8
Transmission and receipt of information

Transmission of documents or any other information to and from the Commission shall
take place by digital means. Technical specifications regarding the means of
transmission and signature may be issued or published and regularly updated by the
Commission.

Documents transmitted by digital means shall be signed using at least one Qualified
Electronic Signature complying with the requirements set out in Regulation (EU)
910/2014 of the European Parliament and of the Council .3

w

Regulation (EU) No 910/2014 of the European Parliament and of the Council of 23 July 2014 on
electronic identification and trust services for electronic transactions in the internal market and
repealing Directive 1999/93/EC (OJ L 257, 28.8.201, ELI: : http://data.europa.eu/eli/req/2014/910/0j).
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(b)
(©)

Documents transmitted to the Commission by digital means shall be deemed to have
been received on the day when an acknowledgment of receipt is sent by the Commission.

For real or near real-time information shared through application programming interfaces
or any other equivalent means, the Commission shall define the methods and duration of
such sharing of information. Prior to defining the methods and duration, the Commission
may invite the operator to propose other methods of real-time information sharing.

Documents and any other information transmitted to the Commission by digital means
shall be deemed not to have been received if one of the following circumstances occurs:

the document or parts thereof is inoperable or unusable;
the document contains viruses, malware or other threats;

the document contains an electronic signature the validity of which cannot be
verified by the Commission.

The Commission shall inform the sender without undue delay if one of the circumstances
referred to in paragraph 5 occurs and give it the possibility to express its views and
rectify the situation within a reasonable time limit.

By way of derogation from paragraph 1, under exceptional circumstances which make
transmission by digital means impossible or exceedingly difficult, documents may be
transmitted to the Commission by registered mail. Those documents shall be deemed to
have been received by the Commission on the day of their delivery at the address of the
responsible Commission service as published by the Commission on its website.

By way of derogation from paragraphs 1 and 7, under exceptional circumstances which
make transmission by digital means and registered mail impossible or exceedingly
difficult, documents may be transmitted to the Commission by means of hand delivery.
Those documents shall be deemed to have been received on the day of their delivery at
the address of the responsible Commission service as published by the Commission on
its website. The delivery shall be confirmed in an acknowledgement of receipt by the
Commission.

Article 9
Entry into force

This Regulation shall enter into force on the twentieth day following that of its publication in
the Official Journal of the European Union.

This Regulation shall be binding in its entirety and directly applicable in all Member States.

Done at Brussels,

For the Commission
The President
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URSULA VON DER LEYEN
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