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1) (2023) US NIST, MArtificial Intelligence Risk Management Framework,: “Al system
[is] an engineered or machine-based system that can, for a given set of objectives,

generate outputs such as predictions, recommendations, or decisions influencing
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real or virtual environments. Al systems are designed to operate with varying levels
of autonomy.”

2) (2024) OECD, "Recommendation of the Council on Artificial Intelligence,: “Al
system is a machine-based system 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. Different Al systems vary in their levels of autonomy and
adaptiveness after deployment.”

3) (2024) EU, TAI Act,: “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.”

4) (2024) Council of Europe, "Framework Convention on Artificial Intelligence and
Human Rights, Democracy and the Rule of Law,: “[AIl system means a
machine-based system that, for explicit or implicit objectives, infers, from the
input it receives, how to generate outputs such as predictions, content,
recommendations or decisions that may influence physical or virtual
environments. Different artificial intelligence systems vary in their levels of

autonomy and adaptiveness after deployment.
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1) ISO/IEC/IEEE 15288:2023, "Systems and software engineering — System life cycle
processes,: arrangement of parts or elements that together exhibit a stated
behaviour or meaning that the individual constituents do not”

Note 1 to entry: A system is sometimes considered as a product (3.32) or as the

services (3.42) it provides.

Note 2 to entry: In practice, the interpretation of its meaning is frequently clarified

by the use of an associative noun, e.g. aircraft system. Alternatively, the word

“system” is substituted simply by a context-dependent synonym (e.g. aircraft), though

this potentially obscures a system principles perspective.

Note 3 to entry: A complete system includes all of the associated equipment,

facilities, material, computer programs, firmware, technical documentation, services

(3.42), and personnel required for operations and support to the degree necessary for

self-sufficient use in its intended environment (3.16).

2) ISO/IEC/IEEE 12207:2017, "Systems and software engineering — Software life cycle
processes,: ‘combination of interacting elements organized to achieve one or more
stated purposes’

Note 1 to entry: A system is sometimes considered as a product or as the services it

provides.

Note 2 to entry: In practice, the interpretation of its meaning is frequently clarified

by the use of an associative noun, e.g., aircraft system or database management

system. Alternatively, the word “system” is substituted simply by a context-dependent
synonym, e.g., aircraft or database, though this potentially obscures a system
principles perspective.

Note 3 to entry: A system can include the associated equipment, facilities, material,

software, firmware, technical documentation, services and personnel required for

operations and support to the degree necessary for use in its intended environment.

Note 4 to entry: See for comparison: enabling system, system-of-interest, system of systems.
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2) Generative Al systems that produce ‘content” —including text, image, audio, and video—have gained
significant momentum. Although one could, for example, view the generation of text as a sequence
of decisions to output particular words (or predictions of words that would be likely to appear in a
specific context), content generation systems have become such an important class of Al systems
that they are included as their own output category in the present revised definition.
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Regulation (EU) 2024/1689 of the European Parliament and of the Council of 13 June
2024 laying down harmonised rules on artificial intelligence and amending Regulations
(EC) No 300/2008, (EU) No 167/2013, (EU) No 168/2013, (EU) 2018/858, (EU)
2018/1139 and (EU) 2019/2144 and Directives 2014/90/EU, (EU) 2016/797 and (EU)
2020/1828 (Artificial Intelligence Act)
https://eur-lex.europa.eu/eli/reg/2024/1689/0j/eng

OECD, Explanatory memorandum on the updated OECD definition of an Al system,
OECD Artificial Intelligence Papers, March 2024 No. 8, 2024.
https://www.oecd.org/content/dam/oecd/en/publications/reports/2024/03/explanatory-
memorandum-on-the-updated-oecd-definition-of-an-ai-system_3c815e51/623da898-en
.pdf

A&O Shearman, “Generative Al and the EU Al Act - A Closer Look”, 2023.
https://www.aoshearman.com/en/insights/ao-shearman-on-tech/generative-ai-and-the-

eu-ai-act-a-closer-look
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EU AI Act, Section 3 : Obligations of Providers and Deployers of High-Risk Al Systems
and Other Parties <https://artificialintelligenceact.eu/section/3-3/>

Quaranta, M., Amantea, [.LA. & Grosso, M. Obligation for Al Systems in Healthcare:
Prepare for Trouble and Make it Double?. Rev Socionetwork Strat 17, 275-295 (2023).
https://doi.org/10.1007/s12626-023-00145-zQuaranta,

Anton Hummel, Hékan Burden, Susanne Stenberg, Jan-Philipp Steghofer, Niklas Kiihl,
The EU Al Act, Stakeholder Needs, and Explainable Al: Aligning Regulatory Compliance
in a Clinical Decision Support System,

John Brandt Brodersen, Ilaria Amelia Caggiano, Pedro Kringen, Vince Istvan Madai ,
Walter Osika, Giovanni Sartor, Ellen Svensson, Magnus Westerlund, Roberto V. Zicari,
Getting Ready for the EU Al Act in Healthcare. A call for Sustainable Al Development
and Deployment

https://doi.org/10.48550/arXiv.2505.07875
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Regulation (EU) 2024/1689 of the European Parliament and of the Council of 13 June
2024 laying down harmonised rules on artificial intelligence and amending Regulations
(EC) No 300/2008, (EU) No 167/2013, (EU) No 168/2013, (EU) 2018/858, (EU)
2018/1139 and (EU) 2019/2144 and Directives 2014/90/EU, (EU) 2016/797 and (EU)
2020/1828 (Artificial Intelligence Act)
https://eur-lex.europa.eu/eli/reg/2024/1689/0j/eng

OECD, Explanatory memorandum on the updated OECD definition of an Al system,
OECD Artificial Intelligence Papers, March 2024 No. 8, 2024.
https://www.oecd.org/content/dam/oecd/en/publications/reports/2024/03/explanatory-

memorandum-on-the-updated-oecd-definition-of-an-ai-system_3c815e51/623da898-en. pdf



3.2 2t 2 571 Hot |

B d A 2YFATATY &
mx & A33z
e T

O F8g7 - ot

O FRYA - H¥ed, 279
[E4XH]

) ﬂi‘ﬂ%%ﬂi%ﬂﬂ S

5 I LE GRS 15T I
i:hol- o Oh:,]-
@ 21 5ol A1ge] W Bl A 5o Tjol WaT ARFE ThEFRCR ATt

[+8 M2 124

o A33% A1, A2 U A43F AHA|
0 ABEEFF ABA Tt ol £Y L 8P FP|LPREARIRE 19T

SOl Het TpolEERlE Yt BHEd 4 U

=

o1z L9 7|23} A
[+ H[ot 201]
o A33% A3 U A23F =A
© BIBATAE IBAY Tt oF oIS AF AT ABHE 3 1 285
FAAILE] T ABAo] SsRAlo] tisto] Aol HEslolok siol, e
TP | Y RBARGTNA 1GF AFA 5ol Goh=A] oJio] e 8. ig—a‘EL N %E}‘
o k

_EL

GELEES EEREE LR INE U A9 1YY ABAS Y olRE %
s Selslelor b, Wagh A9 ARIIASlE Axsle] Tl ARG B 4 Utk
43 Riot 391
0 X1133£ ANY 2 AT 5
D ABASAYAE ATASATF B AFASHLS AJoHE B9, oG A% E Al
1— FEL A 2HO] TGT ABA 5ol HFH=A] Abe] AEstolo} sfei, Ba

% TP | HEAEEONA LYY ATAISN sigvheA] o7l &els 24 4 Ut
] =

@ Mﬂgﬁyﬁmﬂw A1



[+ HMet 12t]
A 1: AR3Z AN, A2 E A4 AHA
o 1LY ATATY AE AFE EE Al AF-AH|L0 AR HESHES TS5, Aqfi

AEFEQOlY AT Al AGATAE SAG Heke 27| Ho] 41 Aol 74 9% ATt

P

o T YERATNA YEHOR MY o} TS AHFHA Sk FRE, ALY ST 1A
b AL RIS Mg ek BRAY 240k ATE 9L S UL

o ol WEY AT Qb SIS} RARE HFAIR Hake & Aow, VSB AT wgk 4
84 o] u,

vl [e)
RSN BE ST o] HdA we A<
al =

9530] Sl B AL SERAAA, T YARie] Y 80l BT A4 2

27 2: A3zR xﬂsﬁz} A2 9 2 A2 Wy

o A33E A3FL A meo] ofiet YA FuAtnel Flo|=aelS S BFFHs o]
B, AEAsALAA S B ol 484 BAE AP A% A e 49
% glon], ol WA HElg oIS THsA AleHs SHME Hle

(% Het 291
27 10 70) BEHE ARAE
O QEAole HHS T AR o AMA 1 A} QA A4 S o
A7k glont, AARE TR AL, ATASE ABAH Yol WEHAY dEEE
Hel A2 B o 24

ol

o EU Al ActE Al system= $A0& =]
1A (high-risk) oHE Tt ES 73'}153} %! Xﬂo]’ 201’0 EU 2dlt GARSHA Q154
A ]/\E“O]EP‘ ‘:}14'* %’EO TsHA stof, =A414 HAke] S X5t} ot

, g g 53 AEEER A

@)
bR
of
ol
-0,
om
N
or
]
o§z
rlo
N
A
15
>
i
X
=
[>
i
>,
oK
o
BN
s
o



[+

3.2 2t 2 571 Hot |

H Hier 321

o7 1 ASASAE, ATASANL B RJASA AL B Z8

o A2z A2zl o= A ATASALH, A2z Aoz FAF Ae ASASAHF
I RABASABIA 9] HES E-8sto] MY A9 AAA A stz 9.

=22

ESHAPN=Y

Regulation (EU) 2024/1689 of the European Parliament and of the Council of 13 June
2024 laying down harmonised rules on artificial intelligence and amending Regulations
(EC) No 300/2008, (EU) No 167/2013, (EU) No 168/2013, (EU) 2018/858, (EU)

2018/1139 and (EU) 2019/2144 and Directives 2014/90/EU, (EU) 2016/797 and (EU)
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