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	� Deployers. This term refers to an individual 
or entity that uses an AI system under 
its authority, except during a personal, 
nonprofessional activity. Deployers may be 
established or located in the EU or, as with 
providers, in third countries, but they are 
in scope if outputs produced by their AI 
systems are used in the EU. In a business-
to-consumer context, individual users of 
AI systems cannot be considered deployers 
under the AI Act. If deployers are acting 
on someone else’s authority, as processors 
might under the GDPR for example, they 
would not qualify as deployers.

	� Importers. These are neither providers 
nor deployers, but they are located or 
established in the EU and place AI systems 
on the EU market that bear the name or 
trademark of individuals or entities based 
in third countries. Importers are the �rst 
to make these third-country AI systems 
available in the EU.

	� Distributors. These individuals or entities 
include actors in the AI supply chain, 
besides providers and importers, that make 
AI systems available in the EU as a follow-
on action, a�er the AI system is imported 
and placed on the market.

	� Product manufacturers. Product 
manufacturers place AI systems on the 
market or put them into service together 
with their own product.

	� Authorized representatives. Similar to 
requirements under the GDPR, authorized 
representatives are located in the EU for 
providers located outside the EU.

Beyond this list, the AI Act naturally also 
applies to individuals in the EU, framed as 
a�ected persons, from the perspective of having 
and exercising rights under the law. While a 
de�nition for a�ected persons did not make 
it to the �nal text of the AI Act, they should 
generally be understood as individuals, not only 
citizens, in the EU who might be subjected to or 
otherwise a�ected by AI systems.

When assessing the role your organization 
may play as an operator under the AI Act, 
it is important to be mindful that:

	� An operator may be considered to 
hold multiple roles, such as provider 
and deployer, simultaneously. In these 
scenarios, they will need ful�l the relevant 
obligations associated with those roles 
cumulatively.

	� More than one entity may hold the same 
role simultaneously, e.g., two providers for 
one AI system.

	� As with controller and processor 
designations under the GDPR, although 
roles may be assigned and ringfenced 
contractually, the true determinant of a 
party’s role will be the role they perform 
in practice.

	� An operator other than a provider may 
be deemed to be a provider in certain 
circumstances.

What is not in scope?
Traditional so�ware that does not meet the 
cumulative criteria set out in the AI system 
de�nition will not be in the scope of the AI Act. 
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Additionally, the AI Act:

	� Recognizes the unique nature of free and 
open-source AI so�ware, exempting it 
from provisions to encourage innovation 
and collaboration, subject to certain 
conditions and exclusions. However, this 
exemption does not apply to AI systems 
placed on the market or put into service as 
high-risk AI systems, prohibited AI systems 
listed under Article 5 or AI systems that 
fall within the scope of certain Article 50 
transparency requirements.

	� Sets out exclusions by sector, 
acknowledging certain areas require a 
di�erent regulatory approach. Notably, 
AI systems used solely for scienti�c 
research and development are excluded 
from the scope of the AI Act, allowing the 
academic and scienti�c community to 
pursue advancements in AI more �exibly. 
Similarly, it does not govern AI systems 
developed or deployed for military, 
defense or national security purposes.

	� Excludes deployers of AI systems who are 
natural persons using AI systems for purely 
personal, nonprofessional activities.

Conclusion
The implications of the AI Act are wide-
ranging for both organizations and individuals 
in the EU and worldwide. As has been widely 
discussed, the new law takes a risk-based 
approach to regulating AI, discussed in 
detail in the next article in this series, and 
relies on a combination of product-safety 
regulation and fundamental rights, though 
several key concepts are new. Given the AI 
Act’s extraterritorial scope and its many 
inevitable overlaps with the GDPR, product 
safety, consumer protection, fundamental 
rights and digital regulation, considered and 
comprehensive governance and compliance 
programs will be needed, particularly 
for organizations that, like AI, operate 
across borders.
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system, and general-purpose AI systems are not 
addressed within Chapter V’s rules.

Further, by specifying rules for general-purpose 
AI models, Chapter V takes a di�erent regulatory 
approach from the one taken generally 
throughout the AI Act, which instead regulates 
AI systems, of which general-purpose AI systems 
are just one type. The rules applicable to an 
AI system, including any general-purpose AI 
systems, will be determined by whether they are 
prohibited, high or low risk.

This distinction is not accidental. According 
to Recital 97, "the notion of general-purpose 
AI models should be clearly de�ned and set 
apart from the notion of AI systems to enable 
legal certainty."

Article 3(63) of the act de�nes a general-purpose 
AI model as "an AI model, including where 
such an AI model is trained with a large amount 
of data using self-supervision at scale, that 
displays signi�cant generality and is capable of 
competently performing a wide range of distinct 
tasks regardless of the way the model is placed 
on the market and that can be integrated into a 
variety of downstream systems or applications."

Therefore, to fully understand this de�nition, it is 
necessary �rst to understand what an AI model is 
and how it is di�erent from an AI system.

The act does not de�ne the concept of an 
AI model, but IBM helpfully explains "an AI 
model is a program that has been trained on 
a set of data to recognize certain patterns or 
make certain decisions without further human 
intervention." Recital 97 of the AI Act notes "AI 
models are essential components of AI systems" 
but "they do not constitute AI systems on their 

own." This is because "AI models require the 
addition of further components, such as for 
example a user interface, to become AI systems. 
AI models are typically integrated into and form 
part of AI systems."

An AI model can therefore be thought of as 
the program that powers the intelligence of an 
AI system, but it cannot be used on a stand-
alone basis. Accordingly, an AI model must 
�rst be integrated with other so�ware and/or 
hardware components, so users have a means 
to access and interact with the AI model via 
a user interface, such as using a dialogue 
box to submit prompts. The set of hardware 
and so�ware components that integrate, and 
enable users to interact with, one or more AI 
models collectively comprise the AI system. 
For example, in very generalized terms, an 
autonomous vehicle can be thought of as an 
AI system that integrates multiple AI models 
to enable it to steer the vehicle, manage fuel 
consumption, apply brakes and so on.

What is a general-purpose AI model?
In general, the AI Act applies to AI systems, 
not AI models. As explained above, a general-
purpose AI model:

	� Is an AI model, not an AI system, although 
it may be integrated into an AI system.

	� Is trained with a large amount of data using 
self-supervision at scale. For example, 
ChatGPT 3 was reportedly trained on at 
least 570 gigabytes of data or about 300 
billion words.

	� Displays signi�cant generality and is 
capable of competently performing a wide 
range of distinct tasks.
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However, the act only regulates AI models 
that are placed on the EU market. "AI models 
that are used for research, development 
or prototyping activities before they are 
placed on the market" are excluded from the 
de�nition of a general purpose-AI model under 
Article 3(63) and from the scope of the act 
under Article 2(8).

Types of general-purpose AI models 
covered by the act
Chapter V distinguishes between general-
purpose AI models with and without systemic 
risk. This distinction re�ects the need to have 
stricter regulatory controls for general-purpose 
AI models with systemic risk due to their 
potential for signi�cant harmful e�ects if not 
closely regulated.

To this end, under Article 3(65) of the AI 
Act, systemic risk is de�ned as "a risk that 
is speci�c to the high-impact capabilities 
of general-purpose AI models, having a 
signi�cant impact on the Union market due 
to their reach, or due to actual or reasonably 
foreseeable negative e�ects on public health, 
safety, public security, fundamental rights, or 
the society as a whole, that can be propagated 
at scale across the value chain."

At �rst glance, this de�nition appears circular. 
A general-purpose AI model with systemic 
risk is one presenting risks that would have 
signi�cant impact and are "speci�c to the 
high-impact capabilities of general-purpose 
AI models." However, the de�nition hints at 
the types of concerns AI Act legislators believe 
general-purpose AI could present, namely 
"negative e�ects on public health, safety, public 
security, fundamental rights, or the society as a 
whole, that can be propagated at scale."

As to what these "negative e�ects � propagated 
at scale" could include, Recital 110 lists "major 
accidents, disruptions of critical sectors and 
serious consequences to public health and 
safety; any actual or reasonably foreseeable 
negative e�ects on democratic processes, public 
and economic security; the dissemination of 
illegal, false, or discriminatory content."

It continues that these might result in "chemical, 
biological, radiological, and nuclear risks � 
o�ensive cyber capabilities � the capacity to 
control physical systems and interfere with 
critical infrastructure; risks from models 
of making copies of themselves or ’self-
replicating’ or training other models � harmful 
bias and discrimination ... the facilitation of 
disinformation or harming privacy with threats 
to democratic values and human rights."

How to identify a general-purpose AI 
model with systemic risk
For the purposes of the AI Act, there are two 
ways for a general-purpose AI model to be 
deemed to present a systemic risk.

First, under Article 51(1-2), the general-purpose 
AI model must have "high impact capabilities," 
as evaluated by "appropriate technical tools 
and methodologies, including indicators and 
benchmarks."

For these purposes, a general-purpose AI 
model is presumed to have high impact 
capabilities if the cumulative amount of 
computation used for training is greater than 
1025 �oating point operations.

To put this in human terms, according to 
some estimates, the computational power 
of the human brain is approximately in the 
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order of 1016 to 1017 �oating point operations. 
However, this is a crude and imprecise 
comparison for all sorts of reasons, not least 
that, while considerably slower than a computer, 
the brain is capable of much greater parallel 
processing at much lower levels of energy 
consumption. Nevertheless, it does provide a 
simple way for nonengineers to picture the type 
of computing power concerned.

Second, a general-purpose AI model can be 
determined to have high impact capabilities 
by the European Commission, which it can 
do either on its own initiative or following 
a quali�ed alert from the Scienti�c Panel of 
Independent Experts created under Articles 
51(1)(b), 68 and 90 of the act. In reaching such 
a determination, the Commission must have 
regard to certain criteria set out in Annex XIII.

The Commission must publish a list of 
general-purpose AI models with systemic 
risk per Article 52(6) and can adopt delegated 
legislation to amend and supplement the 
thresholds, benchmarks and indicators 
that determine what qualify as high impact 
capabilities under Article 51(3) to keep pace 
with evolving technological developments.

Obligations for providers of all general-
purpose AI models
Providers of general-purpose AI models with 
or without systemic risk must comply with the 
obligations set out in Article 53 and Article 54 
of the AI Act. These primarily address technical 
documentation requirements, the provision of 
transparency information to providers of AI 
systems that integrate the general-purpose AI 
models, compliance with EU copyright rules 
and the need for non-EU model providers to 
appoint an EU representative.

Providers of general-purpose AI models 
without systemic risk have fewer obligations 
than those with systemic risk. For that reason, 
while providers of general-purpose AI models 
without systemic risk only need to comply 
with Articles 53 and 54, providers of models 
with systemic risk have additional compliance 
responsibilities under Article 55.

Obligations that apply to all providers of 
general-purpose AI models, with or without 
systemic risk, include the following:

	� Prepare and maintain technical 
documentation about the general-purpose 
AI model, including its training and testing 
process and evaluation results, containing 
the mandatory information set out in 
Annex XI, listed in the Annex section 
below. The European Commission’s AI 
O�ce and national competent authorities 
can require the general-purpose AI model 
provider to provide this documentation on 
request. See also Article 91(1).

	� Make certain information and 
documentation available to providers of AI 
systems that integrate the general-purpose 
AI model so they have a good understanding 
of the capabilities and limitations of the 
model and can comply with their own 
obligations under the AI Act. This must 
include the mandatory information set out 
in Annex XII, listed in Table 2.

	� Put a policy in place to comply with 
EU copyright and related rights rules. 
This should include a means to identify 
and comply, through state-of-the-art 
technologies, with any reservation of rights 
expressed by rights holders.
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	� Prepare and make publicly available a 
detailed summary of the general-purpose 
AI model’s training content using a 
template provided by the AI O�ce that 
is not yet available as of the date of this 
article. This latter requirement has raised 
eyebrows among providers of general-
purpose AI models over concerns that it 
may force them to reveal trade secrets 
about their training content.

The �rst two points above do not apply to 
providers of open-source general-purpose 
AI models unless they have systemic risk, 
provided these models can be used and adapted 
without restriction and that information 
about their parameters, including weights, 
model architecture and model usage are made 
publicly available.

In addition, and with more than a passing nod 
toward EU representative requirements under 
the EU General Data Protection Regulation, 
non-EU providers of general-purpose 
AI models must additionally appoint an 
authorized representative in the EU per Article 
54(1). This appointment must be via a written 
mandate that authorizes the representative to:

	� Verify that the general-purpose AI model 
provider has prepared the required 
technical documentation and otherwise 
ful�lled its obligations under Article 53, 
as described above, and Article 55, if it 
provides a general-purpose AI model with 
systemic risk, as described below.

	� Keep a copy of the general-purpose AI 
model provider’s required technical 
documentation for a period of 10 years a�er 
the model is placed on the market, so it is 

available to the European Commission’s AI 
O�ce and national competent authorities, 
in addition to its contact details.

	� Provide the AI O�ce with the compliance 
information and documentation necessary 
to demonstrate the general-purpose AI 
model provider’s compliance upon request.

	� Cooperate with the AI O�ce and competent 
authorities upon request in any action they 
take in relation to the general-purpose AI 
model, including when it is integrated into 
AI systems available in the EU.

Once again, this requirement does not 
ordinarily apply to providers of open-source 
general-purpose models, unless those models 
have systemic risk.

Obligations of providers of general-
purpose AI models with systemic risks
As already noted, providers of general-purpose 
AI models with systemic risk are subject to 
additional obligations under Article 55 of the AI 
Act. In addition to the rules already described 
above, they must also:

	� Perform model evaluation in accordance 
with standardized protocols and tools 
re�ecting the state of the art, including 
conducting and documenting adversarial 
testing of the model with a view to 
identifying and mitigating the systemic 
risks described above.

	� Assess and mitigate possible systemic risks 
at an EU level, including their sources, 
that may stem from the development, sale 
or use of general-purpose AI models with 
systemic risk.
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to private or internal evaluations that do 
not carry the formal recognition of o�cial 
assessments but still contribute to the overall 
trustworthiness and reliability of the AI system.

These perspectives are o�en used 
interchangeably. It is important to keep this mind 
when discussing AI assurance mechanisms.

Utilizing AI assurance tools can undoubtedly 
aid in measuring and mitigating risks, thereby 
facilitating preparation for compliance with 
the AI Act and the conformity assessments 
thereof. However, certi�cations from private 
AI assurance tools or companies do not 
indicate that an AI system or model o�cially 
meets the AI Act’s requirements and do not 
carry the legal weight of an o�cial conformity 
assessment. To fully grasp the role and 
implications of AI assurance under the AI 
Act, it is essential to examine the interaction 
between AI assurance and AI Act compliance.

Interaction of AI assurance with AI 
Act compliance
The EU AI Act, as a pioneering legislative 
framework, introduces a risk-based regulatory 
approach to AI governance. It provides a set 
of di�erent requirements and obligations for 
AI systems and general-purpose AI models 
depending on their risk classi�cations. 
The obligations also vary for each type of 
operator, with the provider having the most 
stringent obligations.

The AI Act does not have a general one-
stop compliance route or compliance 
assessment procedure. As the most strictly 
regulated subject under the act, high-risk AI 
systems have a speci�c procedure to assess 
whether a given high-risk AI system meets 

the requirements for these systems � the 
conformity assessment procedure. All high-
risk AI systems must undergo a conformity 
assessment before entering the market. 
Conformity assessments ensure high-risk 
systems meet the stringent requirements 
before being marketed in the EU. On the 
other hand, the conformity assessment 
procedure is formalistic in terms of scope. 
It is provided only for AI systems and not for 
general-purpose AI models. It covers only 
the requirements provided under Chapter III 
Section 2 of the AI Act and not all obligations, 
which vary for di�erent types of actors.

Depending on factors such as the system’s 
intended purpose and the use of o�cial EU 
standards, the assessment may be internal or 
require third-party involvement. There are 
two main conformity assessment procedures 
under the act.

Under the internal self-assessment, outlined 
in Annex VI, providers can conduct internal 
control procedures, which involve verifying 
that their quality management system and 
technical documentation comply with the 
AI Act’s requirements.

The second conformity assessment procedure 
is the external assessment by noti�ed bodies, 
outlined in Annex VII. Alternatively, providers 
may need to undergo an external assessment 
involving a third-party noti�ed body. This 
procedure includes a detailed review of 
the QMS and technical documentation to 
ensure compliance with the act. This type of 
conformity assessment procedure can only be 
conducted by a noti�ed body authorized by 
a notifying authority, allowing a certi�cation 
issued by the noti�ed body conducting the 
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assessment. This certi�cation marks the 
o�cial recognition that a given AI system 
meets the requirements provided for high-risk 
AI systems. Though not o�cially recognized, 
AI assurance actions play a crucial role in 
supporting and preparing for this compliance.

What type of conformity assessment 
must be conducted?
Conformity assessments are governed by Article 
43 of the AI Act. The conformity assessment 
procedure that must be used is dependent on 
the type of high-risk AI system.

	� AI systems used in biometrics. The 
provider of the system can choose either 
the internal or external conformity 
assessment procedure. However, if 
the harmonized standards or common 
speci�cations are not available or if they 
are available but only partially complied 
with, then the provider must follow the 
external conformity assessment procedure 
per Article 43(1).

	� AI systems used in other sectors 
provided under Annex III. The provider, 
in principle, shall follow the conformity 
assessment procedure based on internal 
control per Article 43(2).

	� High-risk AI systems based on union 
harmonization legislation. The provider 
shall follow the relevant conformity 
assessment procedure as required under 
those legal acts.

What are harmonized standards?
Harmonized standards are technical 
standards, and conformity with them triggers 
a presumption of conformity with the 

requirements provided under Section 2 of the 
act to the extent that a given standard covers a 
requirement provided thereunder. Technical 
standards are one of the most important 
practical tools provided under the AI Act but 
are not yet available.

Only standards issued by the European 
standardization authorities, which are the 
European Committee for Standardization, 
the European Committee for Electrotechnical 
Standardization and the European 
Telecommunications Standards Institute, 
can be harmonized with the AI Act, provided 
they are issued a�er following the required 
procedure. In May 2023, the European 
Commission issued an implementing decision 
on standardization requesting the CEN and 
CENELEC to dra� new European standards 
or European standardization deliverables 
supporting EU AI policy, as listed in Annex I, 
by 30 April 2025.

It is important to note, despite their practical 
value associated with industry practices, 
International Organization for Standardization 
and International Electrotechnical Commission 
standards are not harmonized standards with 
the AI Act. In other words, compliance with 
other standards will not automatically denote 
compliance with the AI Act.

What are common specifications?
Common speci�cations are tools to aid in 
compliance with requirements under Section 
2 when there is no harmonized standard 
despite the Commission’s request and one will 
not be published in the O�cial Journal of the 
European Union within a reasonable time. 
In other words, common speci�cations are 
temporary substitutions for the harmonized 
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Conclusion
AI assurance is an essential part of AI 
governance and must be understood as a 
concept that is distinct from compliance for 
the purposes of the AI Act. While compliance 
focuses on meeting established standards 
through formal conformity assessments, 
assurance o�ers a broader and ongoing 
evaluation to build trust and ensure long-
term reliability. Together, they contribute to 
a safe and trustworthy AI market, aligning 
with the goals of the AI Act. AI assurance tools 
and mechanisms may facilitate or support 
compliance with the AI Act or function as 
alternative means of compliance for the 
purposes of the general-purpose AI models. 
However, as noti�ed bodies do not provide the 
tools and mechanisms for compliance, they 
cannot o�cially recognize compliance with 
the AI Act and will trigger legal implications 
and presumptions.





IAPP  •  iapp.org   |  Top 10 operational impacts of the EU AI Act	 62

that establish a template for the post-market 
monitoring plan by 2 Feb. 2026.

Information obligations for serious 
incidents
Article 73 obliges providers of high-risk AI 
systems to report serious incidents to the 
market surveillance authorities of the member 
states where the incident occurred. Procedures 
for such incident noti�cation should be included 
in the AI system’s quality management system, 
per Article 17(1)(i). In principle, deployers of 
high-risk AI systems should immediately inform 
the system’s provider of any serious incidents 
identi�ed. If they cannot reach the provider, 
they should instead follow the procedure in 
Article 73 and notify the market surveillance 
authority, per Article 26(5).

It is important to note infringements of 
fundamental rights are viewed as serious 
incidents, which is cause for operators of 
high-risk systems to pay close attention. 
The fundamental rights mentioned here are 
primarily those included in the Charter of 
Fundamental Rights of the European Union, 
which includes a long list of rights ranging from 
traditional civil rights, such as the right to life, 
to rights that may o�en be overlooked, such as 
the right to consumer protection. On the other 
hand, a serious incident only occurs when it 
leads to a breach, not when this consequence is 
a mere possibility.

Unlike the GDPR, the AI Act does not provide 
for a one-stop-shop system. As such, providers 
may not have the option of reporting solely to a 
lead supervisory authority when the AI system 
is deployed in multiple member states. If a 
serious incident a�ects multiple member states, 
providers must notify the market surveillance 

authority in each member state where the AI 
system is available.

In principle, providers must report serious 
incidents immediately but no later than 15 days 
a�er establishing a link between the incident 
and the AI system or a reasonable likelihood 
of such a link. Similar to the GDPR, an interim 
noti�cation may be sent instead if a complete 
report is unavailable at the time of initial 
reporting. The act is unclear about whether 
providers can submit multiple interim reports 
before the �nal report. It also does not specify 
a deadline for �ling the �nal report. Per Article 
73(7), the Commission must publish guidance 
to facilitate compliance on reporting serious 
incidents at the latest 12 months a�er the act 
enters into force, by 2 Aug. 2025, which could 
clarify this issue.

A�er �ling the report, providers must perform 
the necessary investigations of the serious 
incident and the AI system involved. This includes 
performing a risk assessment and taking any 
necessary corrective actions. This investigation 
cannot include altering the AI system in a way 
that may a�ect any subsequent evaluation of 
the causes of the incident before informing the 
competent authorities of such action.

A�er receiving a noti�cation, the market 
surveillance authority will inform the relevant 
national public authorities or bodies and, within 
seven days, take appropriate measures. When 
there are no other e�ective means to eliminate 
the serious risk, the authority can withdraw or 
recall the AI system or prohibit it from being 
made available on the market. The competent 
authorities will also notify the European 
Commission. If the serious incident involves 
infringing fundamental rights, the market 
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surveillance authority or authorities must 
also inform the national fundamental rights 
authority or authorities.

Exemptions from noti�cation apply when the 
AI system is subject to the Medical Device 
Regulation or the In Vitro Diagnostic Medical 
Device Regulation. In such cases, noti�cation 
under the AI Act must only be done when 
the incident concerns an infringement of 
fundamental rights, e.g., the right to be free 
from discrimination, which is not covered by 
these regulations.

Enforcement: A fragmented 
surveillance landscape
The AI Act’s enforcement will di�er from the 
GDPR’s. While data protection authorities will 
likely play an important supervisory role, the 
enforcement of the AI Act will involve a number 
of other authorities at both the national and 
EU levels. Notably, there is no one-stop-shop 
system, which means organizations do not have 
the option to appoint a single lead supervisory 
authority for their businesses. This does not 
come as a surprise entirely, as the one-stop-shop 
system is not typically applied in product safety 
regulation. However, it does mean organizations 
may face a complex supervisory landscape.

Section 3 of Chapter IX lays down the rules 
for enforcement by setting de�ned rules on 
the competence of the di�erent national 
competent authorities. As a preset, Regulation 
(EU) 2019/1020 is declared applicable to AI 
systems covered by the AI Act, which means 
all provisions apply mutatis mutandis to the 
market surveillance of AI systems. Member 
states can designate more than one market 
surveillance authority for the surveillance of 
the AI Act, provided their respective duties are 

clearly de�ned, and appropriate communication 
and coordination mechanisms are in place. 
It appears most member states will use the 
option to appoint multiple market surveillance 
authorities and, additionally, multiple sector-
speci�c supervisory authorities.

Market surveillance authorities will 
be responsible for the supervision and 
enforcement of the AI Act. Among other things, 
they are tasked with overseeing the testing of AI 
systems in real-world conditions in accordance 
with the AI Act. They also conduct evaluations of 
AI systems that potentially pose risks to people’s 
health, safety or fundamental rights. Market 
surveillance authorities are also responsible 
for handling serious incident noti�cations. 
They have all the powers laid out in Article 14 
of the Market Surveillance Regulation, which 
includes the powers to carry out unannounced 
on-site inspections, acquire product samples, 
reverse-engineer them, identify noncompliance, 
obtain evidence, recall AI systems and impose 
penalties. Additionally, Articles 74(13) and 74(14) 
provide for the powers to be granted full access 
by providers to the documentation as well as the 
training, validation and testing datasets used for 
the development of high-risk AI systems and, 
under certain conditions, to the source code of 
the high-risk AI system.

For the most part, member states are free to 
appoint the market surveillance authorities 
of their choice. However, Article 74 does 
designate speci�c authorities for certain 
areas of surveillance. The market surveillance 
authorities set out for AI systems regulated by 
the directives and regulations in Section A of 
Annex I, also referred to as the New Legislative 
Framework, will generally be competent under 
the AI Act. Annex I(A) covers a wide array of 
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focus on encouraging and facilitating codes of 
practice to contribute to the proper application 
of the AI Act to general-purpose AI models, 
provide coordination for joint investigations 
between market surveillance authorities from 
di�erent member states, and work closely with 
the European AI Board to support national 
competent authorities in the establishment and 
development of regulatory sandboxes.

Few remedies for affected persons
Unlike the GDPR, the AI Act does not o�er 
involved persons many remedies to invoke 
when providers or deployers have breached an 
obligation to their detriment. Essentially, the 
act o�ers only two rights to a�ected persons: 
the right to lodge a complaint with the relevant 
market surveillance authority and the right to 
receive an explanation of individual decision-
making, which is mainly based on the output 
of a high-risk AI system.

The right to lodge a complaint can be found 
in Article 85 of the act and can be exercised 
by both natural and legal persons. If a person 
has grounds to consider that there has been an 
infringement of the act, they can submit their 
reasoned complaint to the relevant market 
surveillance authority. The authority will use 
those complaints for the purpose of conducting 
market surveillance activities. Authorities can 
choose to handle complaints according to their 
own established procedures. A similar right is 
provided to downstream providers of general-
purpose AI models, i.e., parties that use such 
models to build AI systems, per Article 89 of 
the act. Downstream providers can submit 
duly reasoned complaints to the AI O�ce when 
they believe a general-purpose AI provider has 
infringed the AI Act.

The right to an explanation of individual 
decision-making can be found in Article 86. 
While reminiscent of the GDPR’s right to not 
be subject to automated decision-making, the 
right established in the AI Act does not generally 
prohibit automated decisions based on AI 
system outputs but instead provides a�ected 
individuals the right to an individualized 
explanation. This right can be invoked whether 
the decision was automated or nonautomated 
within the meaning of GDPR Article 22.

Any a�ected person subject to a decision made 
by a deployer on the basis of the output from a 
high-risk AI system, as listed in Annex III, that 
produces legal e�ects or similarly signi�cantly 
a�ects that person in a way they consider to 
have an adverse impact on their health, safety 
or fundamental rights, has the right to obtain 
clear and meaningful explanations of the AI 
system’s role in the decision-making procedure 
and the main elements of the decision from the 
deployer. Such an explanation should be clear 
and meaningful and should provide a basis on 
which the a�ected persons are able to exercise 
their rights. Although the provision does not 
explicitly state whether it applies solely to 
natural or legal persons, it seems likely that the 
right extends to both. The right to explanation 
does not apply, likely for security reasons, if the 
AI system in question is intended to be used 
as a safety component in the management and 
operation of critical infrastructure.

The act does not o�er a right to a speci�c remedy, 
such as the right to compensation in Article 82 of 
the GDPR. However, it is worth noting individuals 
can rely on other regulations, such as the GDPR 
and liability laws, to address any harm caused by 
AI systems. The EU is currently working on an 
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AI Liability Directive to establish more e�ective 
means for individuals seeking compensation 
for damages caused by AI products. If adopted, 
this directive will make it easier for a�ected 
persons to recover damage they su�er due to 
the deployment of an AI system.

Fines
The rules surrounding penalties are relatively 
similar to those of the GDPR. Member states 
must lay down their own rules on enforcement 
measures, which must be e�ective, proportionate 
and dissuasive, and should take into account the 
Commission’s guidelines once adopted.

Under Article 99, the maximum �ne amounts to 
35 million euros or 7% of the worldwide annual 
turnover, whichever is higher. This maximum 
amount applies only to breaches of Article 
5, i.e., placing prohibited AI systems on the 
market or putting them into service. For most 
other breaches of the AI Act, the maximum 
�ne amounts to 15 million euros or 3% of the 
worldwide annual turnover. An additional 
category of �nes, with a maximum of 7.5 million 
euros or 1% of the worldwide annual turnover, is 
introduced for supplying incorrect, incomplete 
or misleading information to noti�ed bodies or 
national competent authorities. This is important 
for providers and deployers to consider when 
reporting a serious incident to the market 
surveillance authority or when requested to share 
certain information during an investigation. 
Article 99 further sums up a set of circumstances, 
similar to those set out in the GDPR, that 
authorities need to consider when deciding 
whether to impose an administrative �ne and 
when deciding on the amount of the �ne.

The AI Act also contains speci�c provisions 
for �nes for providers of general-purpose 
AI models. The Commission can �ne these 
providers up to 15 million euros or 3% of their 
worldwide annual turnover, if it �nds the 
provider intentionally or negligently:

	� Infringed upon provisions of the AI Act.

	� Failed to comply with a request for a 
document or for information, or supplied 
incorrect, incomplete or misleading 
information.

	� Failed to comply with a measure requested 
under Article 93.

	� Failed to provide the Commission access 
to the general-purpose AI model, either 
with or without systemic risk, to conduct 
an evaluation pursuant to Article 92.

Just like those applicable to high-risk AI 
systems, these �nes must be e�ective, 
proportionate and dissuasive. If a general-
purpose AI provider decides to challenge the 
�ne, they will need to turn to the Court of Justice 
of the European Union, which has unlimited 
jurisdiction to review the Commission’s �ning 
decisions and may cancel, reduce or increase 
the �ne imposed.
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the EU’s digital ecosystem. They are di�erent 
pieces of the same puzzle, with each regulation 
targeting speci�c challenges but ultimately 
contributing to the resilience, security and 
trustworthy adoption of digital technologies, 
including AI, across the EU.

The harmonized application of these regulations 
is crucial for ensuring the consistency and 
e�ectiveness of the digital single market’s 
security, whether by the relevant stakeholders 
to not duplicate the compliance e�ort, or the 
relevant authorities to ensure enforcement 
actions are coherent. The failure of a 
coordinated implementation regime would lead 
to discrepancies and lack of foreseeability by 
the stakeholders. Technology developments and 
the evolution of the threat landscape will also be 
implementation challenges for organizations. 
This landscape also leaves some room for 
organizations to leverage AI technology to 
strengthen their cybersecurity postures.

The AI Act is expected to work in tandem with 
the GDPR and other digital regulations to create 
a comprehensive and cohesive framework for 
digital technology in the EU. In addition, its 
compliance mechanisms and enforcement will 
likely build on the foundational doctrines and 
interpretations developed over the past years. 
Stakeholders will need to maintain that broad 
bird’s-eye view of the EU regulatory landscape, 
as well as any changes in the implementation of 
its components to ensure continued compliance.

Copyright
The EU last updated its copyright rules in 
its 2019 Digital Single Market Directive, 
re�ecting the state of the art at the time, so 
minimal provisions are relevant for AI and 
machine learning. The directive’s Article 4 on 

text and data mining creates an exception to 
copyright for text and data mining purposes. 
In fact, copyright appeared late into the AI Act 
negotiations at the request of the European 
Parliament, as co-legislators were zeroing in 
on obligations for general-purpose AI models. 
The �nal text primarily draws from EU 
copyright law.

Article 53 of the AI Act requires providers of 
general-purpose AI models to put policies in 
place to comply with EU copyright law, for 
example to make sure the training data they use 
respects copyright. They also need to comply 
with the reservation of rights pertaining to the 
TDM exception in the Copyright Directive and 
seek authorization from the copyright holder 
when needed.

The same article also requires general-
purpose AI model providers to "draw up and 
make publicly available a su�ciently detailed 
summary about the content used for training of 
the general-purpose AI model, according to a 
template provided by the AI O�ce."

Putting these requirements in practice in the 
context of the AI Act will not be straightforward 
and the AI O�ce is expected to provide useful 
guidance to stakeholders in that regard, 
including to clarify the notion of a "su�ciently 
detailed summary."

A currently incomplete map 
of requirements
In addition to the expected guidelines and 
delegated acts, standards are expected to play 
a key role in stakeholders’ compliance e�ort, 
notably to bene�t from a presumption of 
conformity, as in Recital 117 and Article 40 et. 
seq. of the AI Act.
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While the European standardization 
organizations, comprising the European 
Committee for Standardization, with the 
European Electrotechnical Committee 
for Standardization and the European 
Telecommunications Standards Institute, 
are currently working on various sets of 
standards, the o�cial mandate to adopt 
harmonized standards may not be issued prior 
to the publication of the AI Act in the O�cial 
Journal of the EU. As such, the publication 
of �nalized harmonized standards will be 
adopted a�er stakeholders’ compliance 
e�orts have started.

Stakeholders will therefore need to pay close 
attention to the development and publication 
of these standards. They should prepare their 
compliance in advance, the case may be on the 
basis of the published dra�, as they will have 
a narrow window to ensure alignment with 
technical speci�cations and complete their 
conformity assessments.

A growing risk of divergent 
interpretations
The AI Act includes compliance requirements 
at both the pre- and post-market stages of AI 
system deployment. Its enforcement will be 
entrusted to one notifying authority and one 
market surveillance authority in each member 
state per Article 70 of the AI Act. While the 
resulting designation may target the same 
authority, this will not always be the case.

In addition, over the past couple of years, 
several DPAs in big member states have actively 
leveraged their GDPR responsibilities to assert 
their expertise in AI systems and relevance 
in supervising and enforcing the AI Act. All 
DPAs expect to have a seat at the table, and 

some have advocated very strongly to become 
the lead authority.

Each member state retains full control of these 
designations, still pending in a majority of 
countries. The close links between the AI Act 
and the Market Surveillance Regulation no. 
2019/1020, see AI Act Article 74, may tip the 
balance in favor of the well-established member 
state infrastructure of market surveillance 
authorities already in charge of the post-market 
monitoring regime for products in the EU.

The designation of authorities is not 
straightforward as neither MSAs, DPAs nor any 
other existing authority would be the perfect 
blend. For example, one may argue DPAs are 
not the most relevant authority because AI may 
not always involve personal data processing 
activities. Some member states, like Spain, may 
choose to create a new authority from scratch.

As a result, and despite the tempering function 
of the EU AI Board, interpretations of key 
concepts under the AI Act and its enforcement 
may follow diverging regime and the regulatory 
implementation may include discrepancies 
from one member state to the other.

The AI Act created the AI O�ce, which will 
advise and assist the European Commission 
and EU member states to strive for an EU-wide 
harmonization as part of its mission. Yet, the AI 
Act builds on a complex matrix of stakeholders 
that each bring a variety of expertise, cultural 
and historical di�erences, which may be 
challenging to reconcile and harmonize.

The potentially fragmented interpretation could 
also lead to more stringent requirements bearing 
on certain stakeholders in certain jurisdictions.
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The look ahead
Following the 12 July 2024 publication of the 
AI Act, the Commission circulated an updated 
version of the AI Liability Directive that considers 
the �nal content of the AI Act, which aims to 
provide compensation to victims of damage 
caused by AI. According to Member of the 
European Parliament and AI Liability Directive 
Rapporteur Axel Voss, the recently updated 
Product Liability Directive contains enough 
loopholes to justify continued work on the AI 
Liability Directive. This was reiterated by the 
Parliament’s research service in a study that 
argues the scope of the AILD proposal should 
extend to include general-purpose and other  
high-impact AI systems, as well as so�ware.

In its latest version of the AI Liability Directive, 
the Commission mostly changed the text’s 
wording to match the AI Act’s. However, the 
Commission’s changes to Article 4 of the 
directive increases the potential responsibility 
of companies deploying AI systems. As it is 
currently redra�ed, this Article 4 would result 
in the presumption that companies are liable 
for damage caused if they do not "monitor 
the operation of the AI system or, where 
appropriate, suspend (its) use" or use "su�ciently 
representative" input data.

While compliance with the AI Act should 
minimize the risk of exposure to liability under 
the AI Liability Directive, this companion 
piece will provide individuals with recourse to 
compensation for the potential damage resulting 
from the deployment of AI, as opposed to the 
regulatory �nes under the AI Act. This framework 
would bring more clarity than stakeholders have 
seen until now under the GDPR, the enforcement 
of which remains under discussion before the 
courts, notably for nonmaterial damages.

Conclusion: The need for self-
determination of ecosystems
With so many unknowns in the compliance 
equation, the AI Act may not provide the 
stakeholders with the expected regulatory 
foreseeability, which will be the key to developing 
competitive AI systems and preserving the EU’s 
fundamental democratic values.

In addition, while the EU welcomes input 
from the stakeholders when developing 
normative elements, the compromises that 
must be reached for a baseline regulatory 
implementation bearing on all stakeholders may 
not be conducive of accounting for the speci�c 
factors of certain ecosystems.

Yet, like the GDPR, the AI Act may retain an ace 
up its sleeve with codes of practice and codes 
of conduct.

In the meantime, stakeholders were also invited 
by the Commission to provide their input on AI, 
notably through its:

	� Directorate-General for Health and Food 
Safety, which opened a survey on the 
deployment of AI in health care.

	� Directorate-General for Financial Stability, 
Financial Services and Capital Markets 
Union, which ran a consultation to 
gather input from all �nancial services 
stakeholders, including companies and 
consumer associations. Responses can be 
submitted until 13 Sept. The consultation 
was designed for respondents developing or 
planning to develop or use AI applications 
in �nancial services. In particular, the DG 
FISMA aimed to receive views from �nancial 
�rms that provide or deploy AI systems.














