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#Future
The AI Act ensures that 
Artificial Intelligence is 
developed and used in a 
safe and ethical manner.

Regulation (EU) 2024/1689, 
establishing rules on artificial 
intelligence (hereinafter referred 
to as the “Regulation” or “AI Act”), 
represents a milestone in the regulation 
of emerging technologies. It ensures 
that Artificial Intelligence (hereinafter, 
“AI”) is developed and used in a safe 
and ethical manner within the European 
Union, while simultaneously supporting 
technological innovation without 
imposing unnecessary restrictions. 

Introduction
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All companies must 
understand the 
risk level of the AI 
systems they develop 
or use.

     Who does it apply to?

     What is meant by Artificial 
Intelligence?

     What obligations does
     the AI Act impose?

     How does the AI Act
      affect all companies?

The AI Act applies to all organisations within the 
European Union, as well as foreign entities that 
intend to use, develop, or market AI products in the 
EU market.

Only certain areas are excluded, such as military, 
defence, national security, scientific research, and 
purely personal activities, among others.

An AI system is defined as any machine-based 
system that operates autonomously and learns 
from its environment.

Any company may assume one of the following 
two main roles in relation to an AI system:

• Developer/Provider of the system: the 
company or individual who develops and 
offers the AI system.

• Deployer: the entity that uses or implements 
an AI system within its organisation.

The AI Act classifies AI systems according to their risk 
level. Systems deemed high-risk must comply with 
stricter requirements to ensure safety and reliability, 
whereas low-risk systems are subject to more flexible 
obligations.

It also introduces a list of prohibited practices which 
will be banned within the European Union six months 
after the Regulation enters into force.

Obligations vary depending on the company’s role 
regarding the AI system (provider or deployer), 
and include: notifying and registering AI systems, 
conducting conformity assessments, drafting and 
approving internal use policies, informing users about 
the AI system, ensuring product and data security, 
creating supervisory authorities and regulatory 
sandboxes, among others.

To assess their obligations, all companies must 
understand the risk level of the AI systems they 
develop or use.

It is essential for companies to be prepared to meet 
the relevant requirements, and to protect both users 
and employees.

Companies developing AI:
If your company is developing AI systems, you must 
adapt to the AI Act by:

• Carrying out risk assessments to ensure 
systems meet safety requirements.

• Demonstrating compliance with the 
Regulation and submitting products for audits 
if necessary.

• Implementing ethical and transparency 
principles from the early development stages.

Companies deploying AI:
If your business activities involve using AI systems 
developed by third parties, your company is 
responsible for ensuring their safe use and 
compliance with the provider’s guidelines. This 
includes:

• Training staff to properly oversee AI usage.

• Ensuring the data used is representative and 
appropriate for the tasks carried out by the AI.

• Monitoring the system and reporting incidents 
to the relevant authorities.
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    What is the timeframe for companies 
to adapt to this regulation?

     How can BDO Legal help?    Consequences of non-compliance: 
Sanctioning regime

Although the general deadline for compliance is two 
years from the AI Act’s entry into force (2 August 2026), 
some key dates precede this and should be noted:

 2 February 2025

• Prohibited practices: unacceptable risk AI 
practices banned from this date.

 2 August 2025

• Rules for general-purpose AI models.

• AI-related sanctions (excluding fines for 
general-purpose model providers).

• Appointment of competent authorities in 
Member States.

• Establishment of EU governance bodies for 
AI and their confidentiality obligations.

 2 August 2027

• Obligations concerning AI systems that 
are part of safety components in products 
regulated under EU harmonisation 
legislation and subject to third-party 
conformity assessments.

The European AI Regulation not only imposes obligations but also opens up significant opportunities, 
strengthening companies’ positions in an increas and foster trust among customers and business partners 
through the safe and ethical use of AI.

BDO Legal supports companies in adapting efficiently to the new regulations by offering assistance in key areas:

The Regulation sets out a sanctioning regime to 
ensure compliance with AI rules.

• For prohibited practices, fines can reach up 
to €35 million or 7% of the company’s annual 
global turnover, whichever is higher.

• For other breaches, fines may go up to €15 
million or 3%.

• For providing misleading information, 
penalties may reach €7.5 million or 1%.

For small and medium-sized enterprises, including 
start-ups, the lower of the amounts or percentages 
will apply.

5 76

The Regulation sets 
out a sanctioning 
regime to ensure 
compliance with AI 
rules.

Defining Scope, Roles and 
Legal Duties

Determine whether your 
systems fall under the AI 
Regulation and clarify your 
organisation’s role – provider, 
deployer, or user – along with 
associated legal responsibilities.

Registration and Compliance 
Checks

Expert assistance with system 
registration where required, 
plus verification of regulatory 
compliance and identification 
of any gaps or shortcomings.

Risk, Rights and Impact 
Assessments

Assessments of high-risk AI 
systems’ impact on individual 
rights, combined with proactive 
risk management to reduce 
exposure to bias, data misuse 
and sanctions.

GDPR and Confidentiality 
Compliance

Ensure alignment with GDPR 
while protecting intellectual 
property and safeguarding 
confidential information across 
the AI lifecycle.

Transparency    
and Ethical Use

Fulfil transparency obligations 
with clear, accessible 
explanations of AI’s role in 
decisions, reinforcing ethical 
and responsible use.

Governance and Internal 
Policies

BDO Legal supports the 
development of internal AI 
policies, establishes governance 
frameworks, and helps define 
responsibilities for oversight 
and compliance.

Contractual Support

Drafting and reviewing of AI-
related agreements, including 
service contracts, licences, 
terms of use, and technology 
partnerships.

Quality Management 
Documentation

Preparation and review of QMS 
documentation required by 
the AI Regulation, including 
procedures and written controls 
for high-risk systems.

Strategic AI Integration

Identify business areas where 
AI can enhance operations 
and support the seamless 
implementation of suitable AI 
tools.

Executive Training and 
Awareness

Training programmes tailored 
for leadership teams to build 
awareness of AI’s regulatory, 
ethical, and strategic 
dimensions.

Compliance and Maturity 
Assessments

BDO Legal evaluates your 
organisation’s readiness for 
AI regulation, providing a 
roadmap for reaching full 
compliance and operational 
maturity.

Leveraging Compliance for 
Growth

Transform regulatory 
alignment into a competitive 
edge by positioning your 
business as a trusted, ethical 
innovator in AI-driven 
markets.

With BDO Legal’s assistance, your company can not only ensure compliance 
with the Regulation but also fully capitalise on the opportunities that 
AI offers in a safe and ethical regulatory environment. Assessing the 

Regulation’s impact and taking the appropriate steps is crucial to remaining 
competitive in the global market.
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Who can you contact? Taking the appropriate 
steps is crucial to 
remaining competitive 
in the global market.

albert.castellanos@bdo.es

ALBERT CASTELLANOS
BDO Legal | Spain

klaus.krohmann@bdo.ch

KLAUS KROHMANN 
BDO Legal | Switzerland

priesol@bdoslovakia.com

MAREK PRIESOL 
BDO Legal | Slovakia

marina.fontcuberta@bdo.es

MARINA FONTCUBERTA
BDO Legal | Spain

KAREN KEULEERS
BDO Legal | Belgium

gabriele.ferrante@bdo.it

GABRIELE FERRANTE
BDO Legal | Italy

raluca.andrei@tudor-andrei.ro

RALUCA ANDREI
BDO Legal | Romania

elisabeth.aspaas.runsjo@bdo.no

ELISABETH ASPAAS RUNSJØ 
BDO Legal | Norway

femke.schemkes@bdo.nl

FEMKE SCHEMKES 
BDO Legal | Netherlands

jiri.smatlak@bdolegal.czkaren.keuleers@bdo.be

JIŘÍ ŠMATLÁK
BDO Legal | Czech Republic

dgelashvili@bdo.ge

DAVID GELASHVILI
BDO Legal | Georgia

matthias.niebuhr@bdolegal.de

MATTHIAS NIEBUHR
BDO Legal | Germany

istvan.jokay@bdolegal.hu

JÓKAY ISTVÁN
BDO Legal | Hungary
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FOR MORE INFORMATION:

CAROLINE MACDONALD
COORDINATOR | LEGAL SERVICES 
BDO GLOBAL OFFICE

+34 686 339 922

This publication has been carefully prepared, but it has been written in general terms and 
should be seen as broad guidance only. The publication cannot be relied upon to cover 
specific situations and you should not act, or refrain from acting, upon the information 
contained herein without obtaining specific professional advice. Please contact the 
appropriate BDO Member Firm to discuss these matters in the context of your particular 
circumstances. Neither the BDO network, nor the BDO Member Firms or their partners, 
employees or agents accept or assume any liability or duty of care for any loss arising from any 
action taken or not taken by anyone in reliance on the information in this publication or for any 
decision based on it.

The provision of professional services under the BDO brand is the sole preserve of each 
of the BDO Member Firms in their own country. For legal, regulatory or strategic reasons, 
not all BDO Member Firms provide legal services. Neither BDO LLP (UK) nor BDO USA LLP 
(USA) provide legal advice. Where BDO does not provide legal services, we work closely 
with “best friend” external law firms.

BDO is an international network of professional services firms, the BDO Member Firms, 
which operate under the name of BDO. Each BDO Member Firm is a member of BDO 
International Limited, a UK company limited by guarantee that is the governing entity of the 
international BDO network. Service provision within the BDO network is coordinated 
by Brussels Worldwide Services BVBA, a limited liability company incorporated in Belgium 
with its statutory seat in Zaventem.

Each of BDO International Limited, Brussels Worldwide Services BVBA and the member 
firms of the BDO network is a separate legal entity and has no liability for another such 
entity’s acts or omissions. Nothing in the arrangements or rules of the BDO network shall 
constitute or imply an agency relationship or a partnership between BDO International 
Limited, Brussels Worldwide Services BVBA and/or the member firms of the BDO 
network.

BDO is the brand name for the BDO network and for each of the BDO Member Firms.
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caroline.macdonald@bdo.global


