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I. European Commission Publishes Implementation Guidelines under
the Al Act Focusing on the Definition of Al System and on Prohibited
Practices

Artificial intelligence (“Al”) is becoming an essential tool for businesses worldwide, and Japanese
companies are no exception. As many look to expand into the EU—a region known for its
comprehensive and rapidly evolving regulations—one common concern arises: does my Al tool fall
under the EU’s regulations, and how will it impact my business?

In February, the EU published its Al guidelines’, and an important point for Japanese firms to note is
that these regulations are not limited to EU-based companies but also extend to non-EU companies
due to the Al Act’s extraterritorial application.

If your company is currently active in the EU or planning to enter that market soon, understanding
the requirements of the Al Act is crucial.

This edition of the AMT EU Legal Update will provide an overview of the key aspects that businesses
should take into account.

Overview

Regulation (EU) 2024/1689 of the European Parliament and the Council on June 13, 2024 laying
down harmonized rules on artificial intelligence and amending certain regulations (the “Al Act”)
entered into force on August 1, 2024 with the first provisions starting to apply from February 2, 2025.2

The Al Act lays down harmonized rules for placing on the market, putting into service, and use of Alin
the EU, which are aimed at promoting innovation and the uptake of Al, while ensuring a high level of
protection of health, safety and fundamental rights in the EU, including democracy and the rule of
law.

To provide clarity on the scope of the Al Act, the European Commission (“EC”) issued guidelines on
the definition of “Al system” to help businesses determine if their software qualifies under the Al Act
(the “Al System Guidelines”) on February 6, 2025.3

Additionally, on the February 4, 2025, the EC published guidelines outlining Al practices that are

4

deemed unacceptable under the Al Act (the “Prohibited Practices Guidelines or PPGs”),” which

include harmful manipulation, social scoring, and real-time remote biometric identification.

1 Please note that the EC has approved the Al System Guidelines and PPGs, but not yet formally adopted them. The
guidelines will be formally adopted by the EC at a later date, when all language versions are available. It is only from that
moment that these guidelines will be applicable.

2 For further information on the EU Al Act, see previous AMT EU Law Newsletter (issued August 2024, July 2024).

3 For the EC’s announcement with respect to the Al System Guidelines — see here.

4 For the EC’s announcement with respect to the PPGs - see here.
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The Definition of “Al System”

Background

The definition of an Al system is key to understanding the scope of the Al Act’s application. The Al
Act only applies to those systems that fulfil the definition of an “Al system” within the meaning of
Article 3(1) Al Act.

The definition of Al system under Article 3(1) Al Act comprises seven cumulative elements:
(i) a machine-based system;
(ii) that is designed to operate with varying levels of autonomy;
(iii) that may exhibit adaptiveness after deployment;
(iv) and that, for explicit or implicit objectives;
(v) infers, from the input it receives, how to generate outputs;
(vi) such as predictions, content, recommendations, or decisions;
(vii) that can influence physical or virtual environments.

Furthermore, the definition of an Al system takes a lifecycle-based approach, covering both (i) the
“pre-deployment” or “building” phase and (ii) the “post-deployment” or “use” phase.

Importantly, the seven cumulative elements are not required to be present continuously throughout
both phases. Instead, the definition recognizes that certain elements may be present in one phase
but not necessarily the other, reflecting the complexity and diversity of Al systems.

Below is a summary of the Al System Guidelines, highlighting the key elements of the Al system
definition.

Autonomy

The Al Act clarifies that the term “varying levels of autonomy” means that Al systems are designed
to operate with “some degree of independence of actions from human involvement”.®

The Al System Guidelines explain that autonomy is defined by the extent of human-machine
interaction and accordingly, systems range from fully manual to fully autonomous, with varying
degrees of human control and supervision. Systems that require full manual operation are not
considered to be autonomous and hence fall outside the scope of the Al Systems Guidelines.
Nonetheless, in some cases, human involvement can be either direct, e.g., through manual controls,
or indirect, e.g., through automated systems-based controls which allow humans to delegate or
supervise system operations.®

5 Recital 12 of the Al Act - see here.

6 Paragraph 17 of the Al System Guidelines.
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Inferring how to generate outputs from the input it receives

The Al Act clarifies that “a key characteristic of Al systems is their capability to infer” and that they
can be distinguished from “simpler traditional software systems or programming approaches and
should not cover systems that are based on the rules defined solely by natural persons to

automatically execute operations”.”

Furthermore, the Al Act explains that “this capability to infer refers to the process of obtaining the
outputs, such as predictions, content, recommendations, or decisions, which can influence
physical and virtual environments, and to a capability of Al systems to derive models or algorithms,
or both, from inputs or data.”

The Al System Guidelines explain that there are two broad categories of inference techniques:

(i) “Machine learning approaches” - these refer to a large variety of approaches enabling
a system to “learn” such as supervised learning, unsupervised learning, self-supervised
learning and reinforcement learning. ® For example, the Al system learns from
annotations (labelled data), whereby the input data is paired with the correct output.

(i) “Logic and knowledge based approaches” —these refer to those approaches that learn
from knowledge including rules, facts and relationships encoded by human experts.
Based on the human experts’ encoded knowledge, these systems can “reason” via
deductive orinductive engines or using operations such as sorting, searching, matching,
chaining.® For example, classical language processing models based on grammatical
knowledge and logical semantics rely on the structure of language, identifying the
syntactical and grammatical components of sentences to extract the meaning of a given
text.

Outputs that can influence physical or virtual environments

One key aspect of the Al system definition is that the system infers “how to generate outputs such
as predictions, content, recommendations or decisions that can influence physical or virtual
environments”.

In relation to this, Article 3(1) Al Act categorizes the outputs of Al systems in the following way:

(i) Predictions - the Al System Guidelines explain that a prediction is “an estimate about
an unknown value (the output) from known values supplied to the system (the input)”.™®
For example, the Al System Guidelines point to the real-time predictions made by Al

systems deployed in self-driving cars.

(i) Content - the Al System Guidelines explain that content simply refers to the generation
of new material by an Al system. This may include text, images, videos, music and other

7 Recital 12 of the Al Act - see here.

8 Paragraph 32 of the Al System Guidelines.
9 Paragraph 39 of the Al System Guidelines.
10 Paragraph 54 of the Al System Guidelines.
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(iii)

forms of output.™

Recommendations - the Al System Guidelines explain that recommendations refer to
suggestions for specific actions, products, or services to users based on their
preferences, behaviours, or other data inputs.’? Al systems are able to leverage large-
scale data, adapt to user behaviour in real-time, provide highly personalised
recommendations, and scale efficiently as the dataset grows.

Decisions — the Al System Guidelines explain that decisions refer to conclusions or
choices made by a system and that such outputs are those that are traditionally handled
by human judgement.™

The Prohibited Practices Guidelines

Background

The Al Act follows a risk-based approach, classifying Al systems into four risk categories:

Unacceptable risk — Al systems posing unacceptable risks to fundamental rights and
EU values are prohibited under Article 5 Al Act.

High risk — Al systems posing high risks to health, safety and fundamental rights are
classified as “high risk” under Article 6 Al Act and subject to specific requirements and
obligations.

Transparency risk — Al systems posing limited transparency risk are subject to
transparency obligations under Article 50 Al Act.

Minimalto norisk—Al systems posing minimal or no risk are notregulated, but providers
may voluntarily adhere to codes of conduct under Article 95 Al Act.

In this connection, the PPGs offer guidance on the EC’s interpretation of the prohibited Al practices
under Article 5 Al Act, which apply to Al systems classified as “unacceptable risk” (Category (i)

above).

Prohibited Al Practices

The PPGs offer detailed guidance on the list of the prohibitions set out in Article 5(1) Al Act. The
highlighted prohibitions are:

Harmful manipulation and deception — Al systems that use subliminal, manipulative
or deceptive techniques to distort behavior and cause significant harm.

Harmful exploitation of vulnerabilities — Al systems that exploit vulnerabilities related
to age, disability or social/leconomic situations to distort behavior and cause significant

11 Paragraph 56 of the Al System Guidelines.

12 Paragraph 57 of the Al System Guidelines.

13 Paragraph 57 of the Al System Guidelines.
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harm.

(iii) Social scoring — Al systems that evaluate or classify individuals or groups based on
social behavior or personal characteristics, leading to detrimental treatment from
unrelated social contexts or unjustified/disproportionate consequences.

(iv) Individual criminal offence risk assessment and prediction — Al systems predicting
criminal risk based solely on profiling or personality traits, except to support human
assessment based on objective, verifiable facts linked to criminal activity.

(v) Untargeted scraping to develop facial recognition databases — Al systems that create
or expand facial recognition databases by untargeted scraping of facial images from the
internet or CCTV footage.

(vi) Emotion recognition — Al systems that infer emotions in workplaces or educational

institutions, except for medical or safety reasons.

(vii) Biometric categorization — Al systems that categorize people based on biometric data
to infer race, political opinions, trade union membership, religious or philosophical
beliefs, sex-life, or sexual orientation, except for labelling or filtering lawfully acquired
biometric datasets, including in law enforcement.

(viii)  Real-time remote biometric identification (RBI) — Al systems that engage in RBI in
public spaces for law enforcement, except for targeted searches of specific victims,
prevention of specific threats like terrorist attacks or searching suspects of specific
offences.

Enforcement, non-binding nature and penalties

Enforcement of the rules in Al Act, including the prohibitions falls under the Market surveillance
authorities designated by the Member States’® as well as the European Data Protection Supervisor,
as the market surveillance authority for the EU institutions, agencies and bodies.

Importantly, while the PPGs offer valuable insights into the EC’s interpretation of the prohibitions,
they are non-binding, and the Court of Justice of the European Union (“ECJ”) holds the final authority
on interpretation. It will be interesting to see in the coming years how the ECJ interprets the scope of
the PPGs.

Non-compliance with the prohibitions contained in the PPGs can lead to administrative fines of up
to EUR 35 million or up to 7% of the infringing undertaking’s total worldwide annual turnover,
whichever is higher.

Next steps for non-EU businesses

With the Al Act’s extraterritorial reach, non-EU businesses, including Japanese companies, must
take proactive steps to ensure compliance. Given the significant penalties, it is essential for
businesses to assess whether their Al systems fall under the Al Act, as outlined in the Al System

14 Member States must designate their competent market surveillance authorities by August 2, 2025.
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Guidelines and ensure their Al practices do not fall within the prohibited Al practices detailed in the
PPGs.

As discussed in previous AMT EU Legal Updates, the Al Act presents both challenges and

opportunities for businesses operating in the EU. While compliance will require significant effort and

resources, proactively aligning with the Al Act can help organizations build trust with customers,

stakeholders, and regulators — positioning themselves as leaders in responsible Al innovation.

Introduction of Recent Publications

‘Chambers Global Practice Guides’ on International Trade 2025 - Trends & Developments

December 2024 (Authors: Taku Matsumoto, Suguru Yokoi, Naoko Takasaki, Jun Suzuki)

Japan: International Trade — Legal 500

December 2024 (Authors: Taku Matsumoto, Suguru Yokoi, Naoko Takasaki, Mai Kurano)

EU publishes its fourth Annual Foreign Direct Investments Report - Shojihomu Portal

November 2024 (Authors: Masaki Fujita, Naoko Takasaki, Koto Fujita)

Final Modifications Announced regarding Section 301 Tariffs on Certain Chinese Products -

Shojihomu Portal

October 2024 (Authors: Masaki Fujita, Naoko Takasaki, Jo Tamura)

'‘Chambers Global Practice Guides' on Cartels 2024 - Law & Practice

July 2024 (Authors: Shigeyoshi Ezaki, Vassili Moussis, Takeshi Ishida, Yoshiharu Usuki)

GCR - Market Review - Cartels 2024 — Japan

May 2024 (Authors: Shigeyoshi Ezaki, Vassili Moussis, Takeshi Ishida)

Competition Inspections in 25 Jurisdictions - Japan Chapter

March 2024 (Authors: Yusuke Nakano, Vassili Moussis, Takeshi Ishida)

Introduction of Seminars

Anderson Mori & Tomotsune and Van Bael & Bellis will hold a seminar jointly hosted by their Brussels
offices on Friday, April 11, 2025.

For more information, please visit the following link:

M&A EU Regulatory Update and Trends in EU Trade and Sanctions
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