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Introduction to the Al Act




What is the Al Act?

@ First-ever Al-specific and legally binding, comprehensive framework in the EU.
@ |[sonly a partof a more general framework applicable to Al in the EU
@ Directly applicable without a requirement for transposition.

@ Primarily a product safety legislation, with references to the protections of

fundamental rights.

@ Framework by nature, adopting a risk-based approach and not offering detailed

practical steps per se.
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Al Related Framework in the EU

EU Legislation Intersecting with Al and the Al Act

Protection Regulation) o LEGISLATION
Applies to processing of / % Applies to using COPYRIGHTED
PERSONAL DATA by or for Al. / === WORKS for training Al. Addresses

Ensures privacy & data rights. NN , ) . protection of GENERATIVE Al OUTPUTS.

GDPR (General Data [@ EU COPYRIGHT
)
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CYBERSECURITY
| FRAMEWORK (craA, CsA, NIS2)

.~/ Governs Al cybersecurity. CRA
specifically details Al ACT

DATA ACT Al SYSTEMS

Facilitates fair access to and & o
use of DATA. Promotes data 1 Al ACT «----- A —
sharing for Al development & ! (Core Regulatory | | Direct

[

innovation. Framework) // Rl CYBERSECURITY REQUIREMENTS. |
2 y &
A /// ‘\‘ \\/\__‘\ = N
DMA (Digital Markets Act) § \' .. DSA (Digital Services Act)
Applies to GATEKEEPERS & Core L 3 ,., 2 Applies to Al designated as Very

=, lLarge Online Platforms (VLOPs) or
®@aw» © Search Engines (VLOSES). Focuses
on systemic risks.

Platform Services. Impacts major
Al players with market power.




What the Al Actis NOT:

@ An all-encompassing, one-fit-for-all Al governance solution.
@ It does notcontain almostanyreference to liability.
@ It justrefers to the existing EU legislation in highly-debated fields such as privacy or
intellectual property.
@ A practical compliance roadmap.

@ It provides the general framework required to market Al systems and GPAI models in the EU.

@ While it names the technical requirements, actions that will trigger compliance are notin

the Al Act itself but left to technical standards.
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General Structure of the Al Act
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Chapter1

Chapter2

Chapter 3

Chapter4

Chapter5

Chapter 6

Chapter7

Chapter 8

Chapter9

Chapter 10

Chapter 11

Chapter 12

Chapter 13

General provisions (Article 1-4)

Prohibited Al practices (Article 5)

High-risk Al systems (Article 6-49)

Transparency obligations for providers and deployers
of certain Al systems (Article 50)

General-purpose Al models (Article 51-56)

Measures to support innovation (Article 57-63)

Governance (Article 64-70)

EU database for high-risk Al systems (Article 71)

Post-market monitoring, information sharing
and market surveillance (Article 72-94)

Codes of conduct and Guidelines (Article 95-96)

Delegation of power and committee procedure
(Article 97-98)

Penalties (Article 99-101)

Final provisions (Article 102-113)

Al Act risk-based approach for Al systems:
A Prohibited

‘Highfn‘sk

Transparency risks

Minimal to no risk - not regulated

GPAI models with or without systemic risk,
and GPAI Codes of practice

Al regulatory sandboxes and measures for providers and deployers,
in particular SMEs, including start-ups

13 different annexes, including:

Annex 3: High-risk Al systems referred to in Article 6 on classification
rules for high-risk Al systems, paragraph 2

Annex 4: Technical documentation referred to in Article 11
on technical documentation, paragraph 1

Annex 11 (and 12): Technical documentation for providers of GPAI
models (and transparency information)

EPRS | European Parliamentary Research Service

Author: TristanMarcelinwith Lucille Killmayer, Members' Research Service

PE 772.906 — June 2025




What does this structure mean?

@ Notevery Al system or model is covered.

@ Even amongthe covered Al systems and models, requirements and obligations are

different.

@ Using or developing Al system or a model does not automatically get you in the scope.

@ Thereisa need for a scope assessment.
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The Scope of the Al Act




What is the scope of the Al Act?

SCOPE OF THE EU Al REGULATION

’ @ \

PROVIDERS (EU & Non-EU)

Placing on the market/putting into service
Al systems or GPAI models IN THE UNION,
regardless of establishment location.

A
’

NON-EU PROVIDERS & DI—EP-LOYERS

Output produced by the Al system is
L USED IN THE UNION.

\

PRODUCT
BAND MANUFACTURERS

# Placing Al systems on the
market with their product
= under their own
name/trademark.

(Article 2)

* X
* *
« EU Al 4

REGULATION

* *
* 4 X

DEPLOYERS (EU)

Located or established
WITHIN THE UNION
using Al systems.

IMPORTERS & DISTRIBUTORS
Handling Al systems.

AUTHORISED
REPRESENTATIVES

Representing non-EU
providers.

AFFECTED
PERSONS (EU)

Located IN THE UNION.
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What is the scope of the Al Act?

AlA SCOPE OVERVIEW

ERRITORIAL SCOPE

Applies to Al systems and Applies only to covered Primarily applies in the EU Gradual application tinzline,

GPAI models. operators. with certain extraterritorial extended deadlines/exeptions
aspects. for early movers.

Temporal scope nay be
changed bytle recent Digital
. Omnibus Package.

J
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What is the AlA’s Material Scope: Al Systems vs Al Models

@ Al System: «means a machine-based system that is designed to operate with varying levels of
autonomy and that may exhibit adaptiveness after deployment, and that, for explicit or implicit
objectives, infers, from the input it receives, how to generate outputs such as predictions, content,

recommendations, or decisions that can influence physical or virtual environments» (Article 3(1))

@ GPAI Model: «means an Al model, including where such an Al model is trained with a large amount of
data using self-supervision at scale, that displays significant 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, except Al models that are
used for research, development or prototyping activities before they are placed on the market» (Article
3(63))
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Al Systems vs Al Models

Al SYSTEM GENERAL-PURPOSE Al MODEL (GPAI)

(Article 3(1)) (Article 3(63))
@'@%-\ = _</_> Trained with large
% N % ~ & amount of data,
=4 7 -q often self-supervision
at scale

/ Operates with varying levels
of autonomy, may exhibit
adaptiveness after deployment

g ﬂ Displays significant
@ /> generality, performs

(o]
0o . e
0%0 —a = wide range of distinct
= INPUIj o INFERENCE
,oooo>lo+°j} # / tasks
o

Infers from input to generate
outputs for explicit/implicit objectives

) gl > &>

@ &
. '@ Can be integrated into a

@ variety of downstream

\‘ systems or applications

)
Influences physical or virtual Exception: Models for R&D or
environments (e.g., predictions, prototyping before market
A content, recommendations, placement r
decisions) =
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Al Systems vs Al Models

@ «...the definition [of Al system] should be based on key characteristics of Al systems
that distinguish it from simpler traditional softwar tem r programmin
approaches and should not cover systems that are based on the rules defined solely

by natural persons to automatically execute operations.»

@ <«Although Al models are essential components of Al systems, they do not constitute Al
systems on their own. Al models require the addition of further components, such as
for example a user interface, to become Al systems. Al models are typically integrated

into and form part of Al systems. » (Recital 97)
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Al Systems vs Al Models
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DATA

? PROCESSING ——————>
(Pre/Post)

CSLASN
@A)
G

Al MODEL INTEGRATION/&/ADDITIONALICOMPONENIS

(e'ghimrained|NeuraliNetworks
WEInS G EESES)

{0} APPLICATION

Core component, @ LOGIC & APIs
trained on data. Not a
system on its own. -

=== HARDWARE//

INFRASTRUCTURE

Source: Recital 97 - Models require further
components to become Al systems.



What is the AlA’s Material Scope: Market Focus

@ Two main actions:
@ Placing on the market: «the first making available of an Al system or a general-purpose Al model
on the Union market» (Article 3(9))

@ Making available on the market: «the supply of an Al system or a general-purpose Al model for
distribution or use on the Union market in the course of a commercial activity, whether in return for

payment or free of charge» (Article 3(10))

@ Putting into service: «the supply of an Al system for first use directly to the deployer or for own

use in the Union for its intended purpose» (Article 3(11))

@ AlAdoes notapply to non-marketed Al!
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What is the AlIA’s Personal Scope: Operators

(C Provider:a natural or legal person, public authority, agency or other body that develops an Al system or a general-purpose Al model or that has an Al system or a general-
purpose Al model developed and places it on the market or puts the Al system into service under its own name or trademark, whether for payment or free of charge (Article
3(3))

@ Authorised representative: a natural or legal person located or established in the Union who has received and accepted a written mandate from a provider of an Al system or

a general-purpose Al model to, respectively, perform and carry out on its behalf the obligations and procedures established by this Regulation (Article 3(5))

(] Product manufacturer: means any natural or legal person who manufactures a product or has a product designed or manufactured, and markets that product under that

person’s name or trademark (GPSR)

@ Deployer: a natural or legal person, public authority, agency or other body using an Al system under its authority except where the Al system is used in the course of
a personal non-professional activity (Article 3(4))

(] Distributor: a natural or legal person in the supply chain, other than the provider or the importer, that makes an Al system available on the Union market (Article 3(7))

(] Importer: a natural or legal person located or established in the Union that places on the market an Al system that bears the name or trademark of a natural or legal person
establishedin a third country (Article 3(6))
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Operators

Direct Provision

b Standaone DISTRIBUTOR /

(Article 3(3)) Al System IMPORTER
(Trade Intermediaries)

)

DEPLOYER
(Article 3(4))

Entity that places Al
system on the market

Uses Al system
under its authority

TRADEMARK. May
develop internally

------------- / OR acquire from

third party.

fiaicrss | AlSystem/ || OF puts it into service :;‘;3%{2}23 in a professional
'THIRD-PARTY' Model UND&I\R NIIES OWN Al Component Prodaipt capacity.
| DEVELOPER [[IRIEZ) 4

| for Integratio =
ﬂ( PRODUCT MANUFACTURER
(Annex | Legislation)

Integrates Al into a product covered
by EU harmonisation legislation (e.g.,
medical devices, machinery) and
places the final product on the
market under its own name.

Key Criterion:
Control over the

system & branding Assumes | BECOMES THE PROVIDER for the
Pr;\;llger final Al-enabled product.

SUPPLY CHAIN FLOW: MARKET PLACEMENT UNDER OWN NAME — USE
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What is the AlA’s Territorial Scope

(C Provider:a natural or legal person, public authority, agency or other body that develops an Al system or a general-purpose Al model or that has an Al system or a general-
purpose Al model developed and places it on the market or puts the Al system into service under its own name or trademark, whether for payment or free of charge (Article
3(3))

@ Authorised representative: a natural or legal person located or established in the Union who has received and accepted a written mandate from a provider of an Al system or

a general-purpose Al model to, respectively, perform and carry out on its behalf the obligations and procedures established by this Regulation (Article 3(5))

(] Product manufacturer: means any natural or legal person who manufactures a product or has a product designed or manufactured, and markets that product under that

person’s name or trademark (GPSR)

@ Deployer: a natural or legal person, public authority, agency or other body using an Al system under its authority except where the Al system is used in the course of
a personal non-professional activity (Article 3(4))

(] Distributor: a natural or legal person in the supply chain, other than the provider or the importer, that makes an Al system available on the Union market (Article 3(7))

(] Importer: a natural or legal person located or established in the Union that places on the market an Al system that bears the name or trademark of a natural or legal person
establishedin a third country (Article 3(6))
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What is the AlA’s Temporal Scope

(C Provider:a natural or legal person, public authority, agency or other body that develops an Al system or a general-purpose Al model or that has an Al system or a general-
purpose Al model developed and places it on the market or puts the Al system into service under its own name or trademark, whether for payment or free of charge (Article
3(3))

@ Authorised representative: a natural or legal person located or established in the Union who has received and accepted a written mandate from a provider of an Al system or

a general-purpose Al model to, respectively, perform and carry out on its behalf the obligations and procedures established by this Regulation (Article 3(5))

(] Product manufacturer: means any natural or legal person who manufactures a product or has a product designed or manufactured, and markets that product under that

person’s name or trademark (GPSR)

@ Deployer: a natural or legal person, public authority, agency or other body using an Al system under its authority except where the Al system is used in the course of
a personal non-professional activity (Article 3(4))

(] Distributor: a natural or legal person in the supply chain, other than the provider or the importer, that makes an Al system available on the Union market (Article 3(7))

(] Importer: a natural or legal person located or established in the Union that places on the market an Al system that bears the name or trademark of a natural or legal person
establishedin a third country (Article 3(6))
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Al Act Implementation Timeline (Current Text)

2 August 2025

The following chapters, sections, or articles apply:
» Section on notified authorities and notified bodies
in high-risk Al systems chapter (Chapter 3, section 4);

« Chapter on GPAI models (Chapter 5); 2 August 2027

« Chapter on governance (Chapter 7); Article 6(1) on
2 May 2025 « Chapter on penalties (Chapter 12) without the fines classification rules for
GPAI codes for providers of GPAI models (Article 101); high-risk Al systems
of practice + Article on confidentiality in the chapter on and the corresponding
to be ready. post-market monitoring, [...] (Article 78). obligations apply.

&B—

2 February 2025 2 February 2026 | 2 August 2026

EPRS | Evropean Parliamentary Research Service

Author: TristanMarcelinwith Lucille Killmayer, Members' Research Service
PE 772.906 — June 2025

Chapters on general provisions The Commission Al Act applies,
and prohibited Al practices apply. provides guidelines with the remaining
The Commission published specifying the provisions taking
quidelines on prohibited practices practical effect, including
referred to in Article 5, pursuant implementation of fines on GPAI
to Article 96(1)(b) on the the article on providers, except
implementation of this regulation. classification rules for Article 6(1)
for high-risk Al
systems.
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The Obligations & Requirements

under the Al Act




The Classification

@ |f the scope assessment concludes that AlA indeed applies to a given system or GPA

model, then a classification must be conducted.

@ |n principle, AlA treats Al systems and GPAI models separately under different risk-

classifications.
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The Classification: Al Systems

& UNACCEPTABLE RISK

@ HIGH RISK

@ |IMITED RISK

(Al systems with specific
transgarency cbligations)

& MINIMAL RISK
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Classification: Al Systems
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CLASSIFICATION OF Al SYSTEMS UNDER THE EU Al ACT

_ PROHIBITED
) Al PRACTICES
(Article 5)

(Commonly referred to as Al systems with
UNACCEPTABLE RISK, not in official text)

+ Subliminal or manipulative techniques
affecting behavior

+ Exploiting vulnerabilities of specific groups
+ Social scoring by public authorities

» Real-time remote biometric identification in
public spaces (with exceptions)

\_

STATUS: BANNED IN THE EU

\

HIGH-RISK
7INS Al SYSTEMS
“~ (Article 6)

- Safety components of regulated products
(e.g., medical devices, vehicles)

+ Specific areas: Biometrics (remote identification,
categorization, emotion recognition)

+ Critical infrastructure

+ Education & vocational training

» Employment & workers management

+ Essential private & public services (e.g., credit

+ Law enforcement

+ Migration, asylum & border control

+ Administration of justice & democratic processes

STATUS: SUBJECT TO STRICT

REQUIREMENTS & OBLIGATIONS

x OTHER Al SYSTEMS

(I ) (Neither Prohibited
=) nor High-Risk)

+ Do not fall under Article 5 or Article 6

categories

+ Lower or minimal risk
+ Examples: Spam filters, Al-enabled video

games, inventory management systems

J

TRANSPARENCY-SPECIFIC OBLIGATIONS (Article 50) w

Applies to certain systems based on function (e.g., interaction with humans, emotion recognition, deep
fakes). These obligations are additional and do not form a separate risk class. They can be triggered
by both HRAIs and systems that are neither prohibited nor HRAI.

STATUS: SUBJECT TO STRICT STATUS: NO BINDING OBLIGATIONS
REQUIREMENTS & OBLIGATIONS OR REQUIREMENTS

*Note: The three main groups (Prohibited, High-Risk, Other) are exclusive to each other. A single Al system can only belong to one of these groups.

ctory




Prohibited Al Practices

PROHIBITED Al PRACTICES UNDER THE Al ACT (ARTICLE 5)

MANIPULATION &

VULNERABILITY EXPLOITATION

BIOMETRICS & SURVEILLANCE

SUBLIMINAL & MANIPULATIVE
TECHNIQUES (Art. 5(1

~eGr 7 -
Deploying subllmlnal techniques or
purposefully manipulative/deceptive techniques

to distort behavior and impair informed
decision-making, causing significant harm.

EXPLOITATION OF VULNERABILITIES
Art 5(1)(b))

M i

Exploiting vulnerabilities due to age, disability, or
social/economic situation to materially distort
behavior and cause significant harm.

SOCIAL SCORING
(Art. 5(1)(c))

® &

Evaluating or classifying persons over time
. based on social behavior or personality for
. detrimental or unfavorable treatment in

- unrelated contexts or disproportionately.

PREDICTIVE POLICING
(Art. 5(1

b 50

Assessing risk of committing criminal offenses
based solely on profiling or assessing personality
traits and characteristics. Exception: Supporting
human assessment based on objective facts.

BIOMETRIC CATEGORIZATION
(Art. 5(1)(9))

©®
I_HJ @@

Categorizing natural persons based
on biometric data to deduce sensitive

attributes (race, politics, religion, etc.).

Exception: Lawful labeling/filtering
in law enforcement.

UNTARGETED FACIAL
SCRAPING

(Art. 5(1)(e))

@”m"

Creating or expanding facial
recognition databases through
untargeted scraping of facial
images from the internet or
CCTV footage.

EMOTION RECOGNITION
Art 5(1

\g; ﬂ

Inferring emotions in workplaces
and education institutions.
Exception: Medical or safety
reasons.

REAL-TIME REMOTE
BIOMETRIC IDENTIFICATION

(Art. 5(1)(h))
} P"JJ .

it o
Real-time remote biometric
identification in publicly
accessible spaces for law
enforcement. Strictly limited
exceptions apply (victims,
threats, serious crimes) with

procedural safeguards (prior
authorization, FRIA, etc.).




High Risk Al Systems

@ ARTICLE 6(1):
O3 PRODUCT SAFETY Condition 1: Al System is a A
COMPONENT PATH SAFETY COMPONENT or B e L e
PRODUCT covered by Union | AND |- S0 e e
Harmonisation Legislation (ANNEX I)
ﬂ[ ANNEX lll: SPECIFIC HIGH-RISK AREAS R
f f f s
/ ' 24 ST - i
~\ %F &> EDUCATION & EMPLOYMENT &
<©) BIOMETRICS CRITICAL
HIGH-RISK INFRASTRUCTURE | | &2 YSRAINNG - MANAGEMENT
* Remote Biometric Identification [ | « Safety components in digital | | « Access/Admission determination * Recruitment/Selection
AI SYSTE M s (excl. verification only) infrastructure, road traffic, « Evaluating learning outcomes ads, filtering, evaluating)
decimn || wosekory || iutieod | | - ftng vor
. i f educati erms, promotion,
(EU Al ACT) * Emotion Recognition . OM;ni{j(fr?nlg r;,)rohibited behavior termine?tion, task allocation,
during tests performance monitoring
A\, Ao\
e I R 8 = XY XRU. :
y ARTICLE 6(2): ANNEX EEE é ©© — %
% . \_| ESSENTIAL PRIVATE LAW MIGRATION, JUSTICE &
2L, Ill DOMAINS PATH & PUBLIC SERVICES ENFORCEMENT ASYLUM & BORDER DEMOCRATIC
« Eligibility for benefits/services ||  Victim risk assessment € CONTROL PROCESSES &’
« Creditworthiness/Credit Score | ~|  Polygraphs * Polygraphs + Assisting judicial authority in
(excl. fraud detection) « Evaluating evidence reliability | | * Risk assessment facts/law (research/interpretation)
« Life/Health insurance risk & « Offending/Re-offending risk (security, health) « Influencing election/referendum
pricing assessment * Examining applications outcomes or voting behavior
« Emergency calls evaluation & | | « Profiling during investigation (asylum, visa, residence)
dispatch (police, medical, « Profiling during investigation » Detecting/Recognising persons
\_etc) Y B (excl. travel docs) L )

R %
@1; Al Factory
***



Technical Requirements for HRAIS

EU Al Act: Technical Requirements for High-Risk Al Systems (Articles 8-15)

RISK MANAGEMENT SYSTEM (Art. 9)

« Continuous, iterative process & lifecycle review.

+ Identify & analyze risks to health, safety,
fundamental rights.

« Estimate & evaluate foreseeable risks & misuse.

« Adopt mitigation measures (design, controls,
information).

+ Testing & post-market data integration.
+ Consider vulnerable groups (e.g., minors).

ACCURACY, ROBUSTNESS &
CYBERSECURITY (Art. 15)

« Achieve & maintain appropriate levels
throughout lifecycle.

+ Accuracy: Declared metrics, benchmarks.

* Robustness: Resilient to errors, faults, feedback

loops (technical redundancy).

+ Cybersecurity: Resilient to attacks (data poisoning,

model evasion, flaws).

HUMAN OVERSIGHT (Art. 14)

* Designed for effective natural person oversight.

* Prevent/minimise risks, even with other measures.

* Measures: Built-in or deployer-implemented.

+ Enable: Understanding, monitoring anomalies,
avoiding automation bias, intervening/stopping
system.

(( }Er Al Factory
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GENERAL COMPLIANCE (Art. 8)

+ Comply with all requirements & state of the art.

* Integrate with existing Union harmonization
legislation.

Avoid duplication & minimize burden.

DATA GOVERNANCE (Art. 10)
High-quality training, validation, testing data.
Relevance, representativeness, error-free, complete.

Appropriate data management practices (design,
collection, cleaning).

Bias detection & mitigation measures (incl. limited
special data use).

Address data gaps & shortcomings.

.

TECHNICAL DOCUMENTATION (Art. 11)

« Drawn up before market entry & kept up-to-date.

« Demonstrates comFIiance & provides necessary info
for authorities/notified bodies.

. Com?rehensive details (Annex IV elements) or
simplified for SMEs.

Al System » Integration with Union harmonisation legislation docs.

RECORD-KEEPING (LOGS) (Art. 12)

+ Automatic recording of events over system lifetime.

» Traceability appropriate to intended purpose.

+ Log situations presenting risk/modification,
post-market monitoring.

« Capture period of use, input data, match results,
human verification.

TRANSPARENCY & INFO -(0)-
EEJ TO DEPLOYERS (Art. 13) "W°

« Sufficient transparency for output interpretation.
« Clear, complete, accessible instructions for use.

* Includes: Identity, characteristics, capabilities, limitations,
human oversight measures, maintenance needs.

« Information on data specifications & changes.



Obligations of the Providers of HRAIS

EU Al Act: Obligations of Providers of High-Risk Al Systems

ENSURE & DEMONSTRATE
COMPLIANCE (Art. 16, 43, 47, 48, 49)

- Ensure compliance with Section 2 requirements.
+ Undergo conformity assessment procedure.

* Draw up EU declaration of conformity.

* Affix CE marking.

+ Comply with registration obligations.

+ Demonstrate conformity upon reasoned request.

DOCUMENTATION & LOGS
(Art. 18,19) e

« Keep for 10 years after market placemen
disposal of authorities):
+ Technical documentation
* QMS documentation
* Changes approved by notified bodies
* Decisions of notified bodies
* EU declaration of conformity
+ Keep automatically generated logs (under control)
for appropriate period (at least 6 months).

CORRECTIVE ACTIONS & DUTY OF
INFORMATION (Art. 20)

« Immediately take corrective actions for
non-conformity (bring to conformity, withdraw,
disable, recall).

« Inform distributors, deployers, authorised
representatives, importers.

« Immediately investigate & inform market surveillance
authorities & notified bodies if system presents a risk
(Art. 79(1)).

@}} Al Factory
* X

PROVIDER
of High-Risk
Al Systems

*Specific obligations may apply for financial institutions under
relevant Union financial services law (Art. 17(4), 18(3), 19(2)).

QUALITY & RISK MANAGEMENT
(Art. 9, 17)

- Establish & maintain a Quality Management System
(QMS) (Art. 17).

+ QMS includes: Regulatory compliance strategy
+ Design & development procedures

+ Examination/test/validation

« Data management

» Risk management system (Art. 9)

* Post-market monitoring

» Serious incident reporting

» Communication handling

« Resource management

» Accountability framework

» Implementation proportionate to provider's size.

TRANSPARENCY & COMMUNICATION
(Art. 16, Directives)

* Indicate provider name, trade name/mark, contact
address on system/packaging/docs.

» Ensure accessibility compliance (Directives (EU)
2016/2102 & 2019/882).

* Provide information & cooperate with competent
authorities.

COOPERATION WITH AUTHORITIES
(Art. 21)

* Provide necessary information & documentation to
demonstrate conformity upon reasoned request.

* Provide access to automatically generated logs upon
reasoned request.

* All provided information treated with confidentialitys




Obligations of the Deployers of HRAIS

Al Act: Obligations of Dep

=k PRE-DEPLOYMENT &
"-@ PREPARATION

* Follow Instructions & Use as Intended
(Art. 26.1): Take technical/organisational
measures to use system according to
accompanying instructions.

* Assign Competent Human Oversight
(Art. 26.2): Ensure natural persons have
competence, training, authority, and support.

* Ensure Input Data Quality (Art. 26.4):
If controlling input data, ensure it is
relevant and representative.

* Inform Workers (Art. 26.7): Employers
must inform workers and their
representatives before workplace use.

* Public Authorities Register (Art. 26.8):
Public bodies must comply with EU
database registration obligations.

* Fundamental Rights Impact Assessment
(FRIA) (Art. 27): Prior assessment for
specific public/private entities & systems
('process description, affected groups,
groups, risks, oversight, mitigation
measures). Notify authority.

Monitor Operation (Art. 26.5):
Continuously monitor based on
instructions.

* Keep Logs (Art. 26.6):

Maintain automatically
generated logs (under control)
for appropriate period (min. 6
months).

* Inform Natural Persons (Art.

26.11): Inform individuals
subject to decisions (except law
enforcement under Directive
2016/680).

Use Info for DPIA (Art. 26.9):
Use provider info for Data
Protection Impact Assessment
(GDPR/Directive 2016/680).

|
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& COOPERATION

* Identify Risk & Suspend

(Art. 26.5): If use presents
risk (Art. 79.1), suspend use
and inform
provider/distributor & market
surveillance authority without
undue delay.

Report Serious Incidents (Art.
26.5): Immediately inform
provider, then importer/
distributor & market
surveillance authorities.

Cooperate with Authorities
(Art. 26.12): Cooperate in any
action taken to implement the
Regulation.

>

INCIDENT RESPONSE

_/

loyers of High-Risk Al Systems (Articles 26 & 27)
/N

-

[

\_

SPECIAL CASE:
POST-REMOTE
@] BIOMETRIC ID

AN

(Law Enforcement)

Judicial Authorisation

(Art. 26.10): Request ex ante or
within 48h for targeted search of
suspected of
suspects/convicts.

Strict Limits (Art. 26.10): strictly
necessary for specific criminal
offence investigation. Stop if
rejected. No untargeted use.

No Sole Adverse Decision (Art.
26.10): No legal effect based
solely on system output.

Reporting & Documentation
(Art. 26.10): Document each use.
Submit annual reports to market
surveillance & data protection
authorities.

—

*Specific rules apply for financial institutions regarding monitoring and log-keeping under Union financial services law
(Art. 26.5, 26.6). FRIA complements DPIA (Art. 27.4).




Obligations of Other Operators

Al Act Obligations: Authorised Representatives, Importers, & Distributors of High-Risk Al Systems

&7
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AUTHORISED

REPRESENTATIVE
(Art. 22)

Appointed by non-EU Provider via Written Mandate

Key Obligations

Verify Compliance Docs
Verify EU Declaration of Conformity, Technical
Documentation, & Conformity Assessment.

Keep Records (10 Yrs)
Keep Provider contact, EU Decl. of Conformity,

Tech Docs, Certificates available to authorities.

Provide Info & Logs

Provide necessary info, docs, & access to
generated logs to competent authorities upon
request.

Cooperate with Authorities
Cooperate in actions to reduce/mitigate risks.

Handle Registration
Comply with registration obligations or verify
Provider's registration info.

Terminate Mandate
Terminate if Provider acts contrary to
obligations; inform authorities & notified body.

Places Al System on Union Market

Key Obligations

Pre-Market Verification
Ensure conformity assessment done, Technical
Docs drawn up, CE marking & EU Decl. of

Conformity present, Authorised Rep appointed.

Block Non-Compliant Systems

Do not place on market if reasons to believe
it's not in conformity, falsified, or presents a
risk. Inform Provider, Auth. Rep, & Authorities.

Indicate Contact Details
Indicate name, registered trade name/mark, &
contact address on system/packaging/docs.

Ensure Compliant Storage/Transport
Conditions must not jeopardise compliance
while under responsibility.

Keep Records (10 Yrs)

Keer Certificates, Instructions for Use, & EU
Decl. of Conformity.

Provide Info & Cooperate
Provide info/docs to authorities in understood
language; cooperate to mitigate risks.

DISTRIBUTOR  &oooo)

) nol

Makes Al System Available on Market

Key Obligations

Verification Checks

Verify required CE marking, EU Decl. of
Conformity, Instructions for Use, &
Provider/Importer info.

Block & Correct Non-Compliance

Do not make available if not in conformity.
Take corrective actions (bring to conformity,
withdraw, recall) if already made available.
Inform Provider/Importer.

Report Risks

Immediately inform Provider/Importer &
Authorities if system presents a risk,
detailing non-compliance & actions taken.

Ensure Compliant Storage/Transport
Conditions must not jeopardise compliance
while under responsibility.

Provide Info & Cooperate

Provide info/docs demonstrating conformity
actions; cooperate with authorities to
mitigate risks.



Obligations Along the Value Chain and Operator-Casting

Al Act Operator Casting Provision (Article 25): Responsibilities along the Al Value Chain

Al Value Chain & The "Re-casting" Trigger
Original Al Value Chain | T

# A Fo mnging( !
ek 3 4 O . 25.1
& il LB,

Initial Provider  Distributor/ Deployer/ Puts own name/ @ Makes substantial Modifies intended
(High-Risk Al) Importer Third Party trademark on existing modification to high-risk » @’» purpose of non-high-risk
high-risk Al system. Al, keeping it high-risk. Al, turning it high-risk.

Trigger 2:
Substantial Modification
(Art. 25.1(b))

Trigger 3:
Purpose Change
(Art. 25.1(c))

BECOMES A PROVIDER (Art. 25.1) BECOMESA"PROVIDER (Art. 25.1) BECOMESA"PROVIDER (Art. 25.1)
& Subject to Provider Obllganons (Art. 16) & Subject to Provider Obllgatlons (Art. 16 & Subject to Provider Obligations (Art. 16)

CONSEQUENCES OF RE-CASTING (Art. 25.2)

[ ) New Provider’s Role = Initial Provider's Role
S No longer considered the Provider.
Assumes ALL Provider Obligations (Art. 16) 8 MUST %ooperate & provide info/access to New
) ge .g., conformity assessment, risk management, ; Provider for compliance (unless specified otherwise).
ocumentation). " . .
Protection of IP & trade secrets applies (Art. 25.5)
Special Case: Safety Components (Art. 25.3) Supplier-Provider Cooperation (Art. 25.4)

ﬁ | =
Product Manufacturer is the Provider if hlgh -risk Al is placed Third-Party Supplier | Written agreement required for necessary High'R.iSk Al
on market/put into service under their name/trademark. (Tools, components, etc.) | info/access to ensure compliance. Provider
Al Office to develop voluntary model contract terms.
A
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T
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Classification: GPAI Models

CLASSIFICATION & OBLIGATIONS OF GENERAL-PURPOSE Al (GPAI) MODELS (EU Al ACT)

, )
Gy i}} ALL GENERAL-PURPOSE Al (GPAI) MODELS
2N ;: Broadly applicable models, capable of wide range of tasks, can be integrated downstream.
i}
( CONDITION A: 24_/ GPAl MODELS \l\g CONDITION B:
HIGH IMPACT CAPABILITIES COMMISSION DECISION
(Technical Thresholds) I S WITH |} (Ex Officio or Alert)
LIL | PRESUMPTION: \ SYSTEMIC RISK AT (s "//ﬁ
2" CUMULATIVE COMPUTATION (Sub-group of GPAI) Tf
JF~ Computation > 1025 FLOPs

L evolving
{

| Threshold is presumptive and subject to future

| amendment via delegated acts to reflect |
state of the art (e.g., algorithmic or |

hardware improvements).

k e Scientific Panel EU Commission
Models that meet specific conditions (Qualified Alert) (Ex Officio)
indicating higher risk to society.

Decision based on capabilities/impact equivalent

to Condition A, regarding criteria in Annex XIII.

« Transparency for downstream providers
« Policy to respect copyright

7
A 4
STANDARD GPAI OBLIGATIONS | ADDITIONAL OBLIGATIONS FOR SYSTEMIC RISK
(Apply to ALL models) (Triggered ON TOP of standard ones)
« Technical documentation i +

+ Model evaluation & adversarial testing -« Serious incident reporting
« Assess & mitigate systemic risks

- Ensure cybersecurity protection

)

Note: GPAI Models and GPAI Models with Systemic Risk are NOT exclusive. A model classified as having systemic risk is also a GPAI model and must comply with both sets of obligations.



Enforcement and Governance




Enforcement of the Al Act: Conformity Assessment

Al Act Section 5: Standards, Conformity, Certificates, and Registration Process Flow
FOUNDATIONS: STANDARDS & SPECIFICATIONS (ARTS 40-42) CORE PROCESS: CONFORMITY ASSESSMENT (ARTS 43, 46)

Harmonised Standards Common Specifications Other Presumptions / START .
(Art 40) (Art 41) (Art 42) ‘ " CONFORMITY

- ASSESSMENT )

COMMISSION g
CYBER
High-risk Al (Annex Ill, pts 2-8 High-risk Al
P doniof g j_. ’ ( PiAg "@ (Annex IIl, pt 1 & others where _
Presumption of Presumption of L ks ks S_ Standards/s e fullvanplied O, standards not
Conformity Conformity Conformity P y app! fully applied/exist)
if followed if followed i
( ) ( ) Training on speclf c settings Provider assesses compliance internally. docug‘;ﬂi%g:f;:g:g:gt@tﬁg{}%‘é’;'& &
Commission requests from EU Adopted by Commission if gala ; Cyb E’sggug‘% " :
Standardisation Orgs (clear, standards are missing, delayed, certification (EU 2019/881). ‘ ‘
consistent, resource-eft |c1ent) or insufficient. Providers can ‘> Compliance Demonstrated <« J
Promotes innovation & use equivalent technical
global cooperation. solutions.
DEROGATION (Art 46)
) Exceptional urgent public interest (security, health).

l L [

Temporary authorisation by Market Surveillance Authority.

OUTPUTS & FINAL STEPS (ARTS 44, 45, 47-49) <«

Certificates & Notlﬁed Bodies (Arts 44, 45) EU Declaration of Conformity (Art 47) CE Marking (Art 48) Registration (Art 49)

[—— | VALID SIGNED C € I_EJI@';%I o
" e EU DATABASE
= ©)) 4-5YEARS - = | DECLARATION L BIRE, g ‘
Issued by Notified Bodies (NBs). Provider draws up written declaration Affixed visibly (physical or digital). Mandatory before ;)Iacing on market (most high-isk
NBs have info obligations to authorities & other NBs. stating compliance. Kept for 10 years. Accompanied by NB ID if applicable. & some others). Includes provider & system
Appeal procedure available. Single declaration for all EU laws. Indicates full EU law compliance. Secure non-public section for sensitive areas (law

enforcement). Some registered at national level.
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Al Act Governance and Enforcement

Governance and
Enforcement
of the EU Al Act

European
Artificial
Intelligence Board
(Member State
Representatives)

Scientific

Advisory

Panel Forum
(Independent (Diverse
Al Experts)

Steer Governance & Ensure Balanced Approach GatES)
(Multistakeholder Governance) ‘

/M

L

European Al Office Oversees > National Competent Authorities
(within the Commission) i,,f,',',?,:,‘ﬁ,'}':t?;:‘m (Member States)
Member States

Closalboopeiition @ Market Surveillance | —— | Notifying
Supervises powerful Supervise implementation & & ; Authorities \ ! R AU“TOTItle.S. .
General-Purpose Al Models application at National Level Information Supervise & enforce compliance Designate & supervise Notified Bodies
Flow (prohibitions, high-risk Al) (Pre-market conformity assessment)

Member States to designate authorities until 2 August 2025

Involvement in Al Incidents & Fundamental Rights Protection
< Right to be informed (e.g., serious incidents)

<

Facilitate effective investigations of
violations (privacy, non-discrimination)

Right to request information & cooperation

Fundamental Rights

Protection Authorities

A %
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Right to request cooperation
(incident occurred)







Digital Omnibus on Al Regulation Proposal

i

— EUROPEAN

—— COMMISSION

Illllll\\\\K
7N

Brussels, 19.11.2025
COM(2025) 836 final

2025/0359 (COD)

Proposal for a
REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
amending Regulations (EU) 2024/1689 and (EU) 2018/1139 as regards the simplification

of the imy on of har d rules on artificial intelligence (Digital Omnibus on
AD

{SWD(2025) 836 final}

(Text with EEA relevance)
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Key Takeaways from the Omnibus

- This is a proposal to amend a regulation. So in order to get adopted, it has to go through
the ordinary legislative procedure (OLP) of the EU just like the Act itself has done.

- OLP requires the agreement of the EU co-legislatiors, the Parliament and the Council.
So it can be a long process, which makes it uncertain whether the omnibus will be
adopted in time, before the application date of the current text, 2 August 2026
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