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]
Specification Sybject matter
96 [ Trustworthy 22)
Relationship 24029-1:2021 ISO/IEC TR of t..., 22989:20: ——
with 1SOIIEC Articial .., 24030:2024 1SO/IEC TR-Use cases... 194 Artificial intelligence 565072028 1SOHEC, 21038 2020 FROREE T+ o T 2
Standard 38507:2022 ISO/IEC-Governance impl..., 24028:2020 ISO/IEC
TR-Overview of tru... (Artifi Imle/l/gence) 25010:2023 ISO/IEC-
SQuaRE - Produc..., 14971:2019 ISO-Application of .. 212] Health 2
5469:2024 ISO/IEC TR-TR Functional s.., 24368:2022 ISO/IEC
TR-Overview of eth..., 24028:2020 ISO/IEC TR-Overview of tru...,
25059-1 ISO/IEC AWI-Quality model ... (Safety) 214[ Safety 02023 EOTEC, VST ca010 50, S460:2021 1SQIEC TP, 24368:2022 22
[209] Fundamental rights 22)
[+]
217] Democracy 22)
Terms Text A nnexes
218| Environmental protection 22| U 2 I;
220| Harmful effects 2
219] Innovation 2
]
I~] ~]
Link | https://eur-lex.europa. |  Full text | hiect matter
[ |eulegal- (| 1. The purpose of this Regulation is to improve the functioning of the internal market and promote the uptake of
content/EN/TXT/? human-centric and trustworthy artificial intelligence (Al), while ensuring a high level of protection of health, safety,
uri=CELEX:32024R16 fundamental rights enshrined in the Charter, including democracy, the rule of law and environmental protection,
89 against the harmful effects of Al systems in the Union and supporting innovation.
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Specification Scope
223| Deployers 2|
Relatlonshlp 25059:2023 ISO/IEC-Quality model .., 5338:2023 ISO/IEC-Al - -
th | System lfe ..., 24030:2024 ISO/IEC TR-Use cases... 225| Located in the Union I~
Siandard 24028:2020 ISO/IEC TR-Overview of tru..., 6254 ISO/IEC CD TS-
Objective and a..., 17847 ISO/IEC TS-Verification an..., 22443 _ _
ISO/IEC AWI TS-Guidance onadd..., 21221 ISO/IEC WD- 224| Located in a third country ]
Beneficial Al s..., 25059-1 ISO/IEC AWI-Quality model f..., with output used in the
25223:2024 ISO/IEC AWI TS-Guidance and re..., 42006:2024 Union
ISO/IEC DIS-Requirements fo..., 42005:2024 ISO/IEC DIS-Al 226/ Importers 2
system impac... (Al systems); 12182:2015 ISO/IEC TR-
Framework for c..., 25059-1 ISO/IEC AWI-Quality model f...
(Service) 227| Product manufacturers §
[+~
228| Location 2|
Terms Text Annexes
229| Products covered by Union 23 [T [l 2 e
harmonization legislation
4| Alsystems §§3§§ 3020 SOTEG” Fé’s”z’s"ﬁ’s'cfn"s"czﬁn’%’?f&é‘.‘s%’n"s‘ccr's"
TSOEC AWI T3, 31201 ISOTEC WD, 26038-1 1SO1EC. AWr 35233:3004
ISOIIEC AWI TS, 42006 2020 ISO/EC DIS, 42005:2024 ISO/EC DIS
[255] Service T2182:2015 ISO/EC TR, 250591 1SOEC AWT =
I~ I~
Link | https://eur-lex.europa. |  Full text |goone
[ |eulegal- | 1. This Regulation applies to:
content/EN/TXT/? (a)providers placing on the market or putting into service Al systems or placing on the market general-purpose Al
uri=CELEX:32024R16 models in the Union, irrespective of whether those providers are established or located within the Union or in a third
89 country;
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Specification Definitions

TR SO S SO I OIS TE
4T Al'systems i 202 ISOTEC T ot sOC G TS iy ol T
B T 201 1GAEC W 35030 1SN Al 22533088
ISO/NEC AWI TS, 42006:2024 ISO/IEC DIS, 42005:2024 ISO/EC DIS

Relationship 25059:2023 ISO/IEC-Quality model ..., 5338:2023 ISO/IEC-Al
with th | System lfe ..., 24030:2024 ISO/IEC TR-Use cases... 223] Deployers B
Standard 24028:2020 ISOIIEC TR-Overview of tru..., 6254 ISOIIEC CDTS-
Objective and a..., 17847 ISO/IEC TS-Venﬁcation an..., 22443
ISO/IEC AWI TS-Guidance on add..., 21221 ISO/IEC WD- 226] Importers 3
Beneficial Al's..., 25059-1 ISO/IEC AWI-Quality model ...,
25223:2024 ISO/IEC AWI TS-Guidance and re..., 42006:2024
ISO/IEC DIS-Requirements fo..., 42005:2024 ISO/IEC DIS-Al 144] Conformity R20U1:2028 1808 CH27 00020 1B ISOIECU 2008 202HISOIECIDIS 21
system impac... (Al systems); 42001:2023 ISO/IEC-Management o
syst..., 27000:2018 ISO/IEC-Information sec..., 42006:2024
ISO/IEC DIS-Requirements fo... (Conformity); 24029-1:2021 "_’_ : 9868 ISO/IEC DIS 21
ISO/IEC TR-Assessment of ... 22989:2022 ISO/IEC-Artfcial 290] Biometric data
inte..., 24030:2024 ISO/IEC TR-Use cases..., 38507:2022

q

ISO/IEC-Governance impl..., 24028:2020 ISO/IEC TR-Overview
of tru... (Artificial intelligence); 9868 ISO/IEC DIS-Biometric 7\
ident... (Biometric data) Terms Text A nnexes
U 21 I;
I~ v
Link |nttps://eur-lex.europa. | Full text |Definitions
[ |eulegal- For the purposes of this Regulation, the following definitions apply:
content/EN/TXT/? (1)'Al system’ means a machine-based system that is designed to operate with varying levels of autonomy and that
uri=CELEX:32024R16 may exhibit adaptiveness after deployment, and that, for explicit or implicit objectives, infers, from the input it
89 receives, how to generate outputs such as predictions, content, recommendations, or decisions that can influence
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222[ Providers 24[a 2 e
Article004 ] ) =]

Specification A |iteracy

223| Deployers 24

Relatlonshlp 25059:2023 ISO/IEC-Quality model ..., 5338:2023 ISO/IEC-Al 234] Literac n

th | System life ..., 24030:2024 ISO/IEC TR-Use cases... Yy
Siandard 24028:2020 ISO/IEC TR-Overview of ru.., 6254 ISO/IEC CD TS-

Objective and a..., 17847 ISO/IEC TS-Verification an..., 22443
ISO/IEC AWI TS-Guidance on add..., 21221 ISO/IEC WD- 231] Knowledge EEEE LIS ™
Beneficial Al s..., 25059-1 ISO/IEC AWI-Quality model f...,
25223:2024 ISO/IEC AWI TS-Guidance and re..., 42006:2024
ISO/IEC DIS-Requirements fo..., 42005:2024 ISO/IEC DIS-Al 134] Experience 125019:2023 ISOAEC 24
system impac... (Al systems); 25019:2023 ISO/IEC-Quality-in-
use ... (Experience); 22989:2022 ISO/IEC-Artificial inte..
(Knowledge); 24028:2020 ISO/IEC TR-Overview of fru... 232
(Training)

Education 2

1q

233| Training 24028:2020 ISONEC TR 24

Terms Text Annexes

4| Alsystems §§3§§ 3020 SOTEG! Fé’éé?.’s'én"z"c‘%n’%"i7’57‘.'558/."58?5“ =[] L e
TSOEC AWI T3, 31201 ISOTEC WD, 26038-1 1SO1EC. AWr 35233:3004
ISO/IEC AWI TS, 42006 anl ISO/EC DIS, 42005:2024 ISO/EC DIS
230| Al literacy 24
I~ I~
Link https://eur-lex.europa. |  Fulltext || iteracy
[ |eulegal- Providers and deployers of Al systems shall take measures to ensure, to their best extent, a sufficient level of Al
content/EN/TXT/? literacy of their staff and other persons dealing with the operation and use of Al systems on their behalf, taking into
uri=CELEX:32024R16 account their technical knowledge, experience, education and training and the context the Al systems are to be used
89 in, and considering the persons or groups of persons on whom the Al systems are to be used.
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safety reasons .

Specification Prohibited Al Practices

25024:2015 ISO/IEC, 5259-2:2024 ISO/IEC FDIS, 25059:2023 ISO/EC,
25019:2023 ISO/IEC, 25012:2008 ISO/IEC

11 T Accessibility

Relationship |25024:2015 ISO/IEC-Measurement of ..., 5259-2:2024 ISO/IEC
with |FDIS-Data quality me..., 25059:2023 ISO/IEC-Quality model f...,
Standard 25019:2023 ISO/IEC-Quality-in-use .., 25012:2008 ISO/IEC-
Data quality mo... (Accessibility); 14971:2019 ISO-Application
of ... (Market for medical or safety reasons); 9868 ISO/IEC DIS-
Biometric ident... (Biometric data)

290] Biometric data 3658 ISO7EC DIS

288] Disability

83 | Aggregation =
|
Terms Text Annexes
U 25 |a
a
Link https://eur-lex.europa. |  Fulltext |pronihited Al practices
[ |eullegal- [ 1. The following Al practices shall be prohibited:
content/EN/TXT/? (a)the placing on the market, the putting into service or the use of an Al system that deploys subliminal techniques
uri=CELEX:32024R16 beyond a person’s consciousness or purposefully manipulative or deceptive techniques, with the objective, or the
89 effect of materially distorting the behaviour of a person or a group of persons by appreciably impairing their ability to
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n B m

Specification C|assification rules for high-risk Al systems

4| Al'systems 25059:2023 ISO/IEC, 5338:2023 ISO/IEC, 24030:2024 ISO/IEC TR, 29)
24028:2020 ISO/IEC TR, 6254 ISO/IEC CD TS, 17847 ISO/IEC TS, 22443
ISO/IEC AWI TS, 21221 ISO/IEC WD, 25059-1 ISO/IEC AW, 25223:2024
ISO/EC AWI TS, 42006:2024 ISO/IEC DIS, 42005:2024 ISO/IEC DIS

Rty R SO G e SRRSO s
Standard24028:2020 ISO/IEC TR-Overview of tru..., 6254 ISO/IEC CD TS-
Objective and a..., 17847 ISO/IEC TS-Verification an..., 22443
ISO/IEC AWI TS-Guidance on add..., 21221 ISO/IEC WD- 236| Products LN ”
Beneficial Al s..., 25059-1 ISO/IEC AWI-Quality model f...,
25223:2024 ISO/IEC AWI TS-Guidance and re..., 42006:2024
ISO/IEC DIS-Requirements fo..., 42005:2024 ISO/IEC DIS-Al 212| Health |
system impac... (Al systems); 42001:2023 ISO/IEC-Management
syst..., 5259-3:2024 ISO/IEC-Data quality ma..., 23894:2023
ISO/IEC-Guidance on ris..., 27000:2018 ISO/IEC- { 214] Safet 25010:2023 ISO/IEC, 14971:2019 1SO, 5469:2024 ISO/IEC TR, 24368:2022 29|
sec..., 24970 ISO/IEC AWI-Al system loggi..., 31000:2018 ISO- Y ESOIECTR 24 12820201 SOMEC TR I2S0RC ISAECIANY
Risk management..., 25058:2024 ISO/IEC TS-Guidance for qu...

1q

(Risk management); 25010:2023 ISO/IEC-SQuaRE - Produc..., -
14971:2019 1SO-Application of .., 5469:2024 ISO/EC TR-TR 209] Fundamental rights il
Functional s..., 24368:2022 ISO/IEC TR-Overview of eth..., Terms Text
24028:2020 ISO/IEC TR-Overview of tru..., 25059-1 ISO/IEC Annexes -
AWI-Quality model f... (Safety); 23894:2023 ISO/IEC-Guidance @l Decision-making 98507:2022 ISONEC 29| [T [l I;
on ris... (Products); 4213:2022 ISO/IEC TS-Assessment of M...,
4213-1 ISO/IEC AWI-Performance mea... (CI i
12182:2015 ISO/IEC TR-Framework for c..., 25059-1 ISO/IEC 101] Risk management 720012023 SO/EC, 5255-3:2074 ISONEC, 236942073 ISOEC,
AWI-Quality model ... (Service); 38507:2022 ISO/IEC- 9 TGRS 190/EC, 219TOISONEC AW, 310002018 150, 25050:2024
Governance impl... (Decision-making)
I~ I~
Link-https://eur-lex.europa. |  Full text |Classification rules for high-risk Al systems
[ |eulegal- 1. Irrespective of whether an Al system is placed on the market or put into service independently of the products
content/EN/TXT/? referred to in points (a) and (b), that Al system shall be considered to be high-risk where both of the following
uri=CELEX:32024R16 conditions are fulfilled:
89 (a)the Al system is intended to be used as a safety component of a product, or the Al system is itself a product,
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Specification Amendment. to Annex Il

T Asystoms T O SR O EOE v
TSOTEC AWI T3, 31201 ISOTEC WD, 25036-1 1SIEC. AWr 2523303001
ISO/IEC AWI TS, 42006:2024 ISO/IEC DIS, 42005:2024 ISO/IEC DIS
25059:2023 ISO/IEC-Quality model ..., 5338:2023 ISO/IEC-Al
Relationship Quality 212| Health 20|

with System life ..., 24030:2024 ISO/IEC TR Use cases...

Standard 24028:2020 ISOIIEC TR-Overview of tru..., 6254 ISOIIEC CDTS-
Objective and a..., 17847 ISO/IEC TS-Venﬁcation an..., 22443
ISO/IEC AWI TS-Guidance on add..., 21221 ISO/IEC WD- 214] Safety SONEE T, Siuze 5050 1SORE Th, 50551 ISOTEC AWl T+ )
Beneficial Al's..., 25059-1 ISO/IEC AWI-Quality model ...,
25223:2024 ISO/IEC AWI TS-Guidance and re..., 42006:2024
ISO/IEC DIS-Requirements fo..., 42005:2024 ISO/IEC DIS-Al [209] Fundamental rights 0
system impac... (Al systems); 42001:2023 ISO/IEC-Management -
syst..., 5259-3:2024 ISO/IEC-Data quality ma..., 23894:2023

ISO/IEC-Guidance on ris..., 27000:2018 ISO/IEC-Information [101] Ri 42001:2023 ISO/IEC, 5259-3:2024 ISO/IEC, 23894:2023 ISO/IEC,
sec.., 24970 ISOIIEC AWLAI systom loggi.., 31000:2018150- || ) Fisk management 270002018 SOIES, 24870 SOIEC AW, 310002018155, 250662024
Risk :2024 ISO/IEC TS-Guidance for qu... =
(Risk management); 25010:2023 ISO/IEC-SQuaRE - Produc..., ~ - -
14971:2019 1SO-Application of .., 5469:2024 ISO/EC TR-TR 266] Autonomy TR0 ISONEC TR, 82002024 ISOTEC TS, 20119 1112020 SOMEC %0
Functional s..., 24368:2022 ISO/IEC TR-Overview of eth..., Terms Text
24028:2020 ISO/IEC TR-Overview of tru..., 25059-1 ISO/IEC _ _ Annexes =
AWI-Quality model f... (Safety); 24030:2024 ISO/IEC TR-Use 298| Benefit beneficialnes 21221 1SO/IEC WD = T |:
cases..., 21221 ISO/IEC WD-Beneficial Al s... (Use-cases); s
24028:2020 ISO/IEC TR-Overview of tru..., 8200:2024 ISO/IEC
TS-Controllability..., 20119-11:2020 ISO/IEC TR-Guidelines on 399] Beneficial 31231 SOREC WD E
t... (Autonomy ); 21221 ISO/IEC WD-Beneficial Al s... (Benefit);
21221 1SO/IEC WD-Beneficial Al s... (Beneficial)
I~ ~]
Link- |nttps:/feur-lex.europa. | - Fulltext |Amendments to Annex Il
[ feullegal- [ 1. The Commission is empowered to adopt delegated acts in accordance with Article 97 to amend Annex Ill by
content/EN/TXT/? adding or modifying use-cases of high-risk Al systems where both of the following conditions are fulfilled:
uri=CELEX:32024R16 (a)the Al systems are intended to be used in any of the areas listed in Annex II;
89 (b)the Al systems pose a risk of harm to health and safety, or an adverse impact on fundamental rights, and that risk
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requirements m

Specification Compliance with the requirements

Relationship 27000:2018 ISO/IEC-Information sec... (Compliance with the
with | requirements)
Standard

1q

Terms Text Annexes

[T LJ © |a
u

Link-|https://eur-lex.europa. | Ful'text |Gompliance with the requirements

[ |eulegal- 1. High-risk Al systems shall comply with the requirements laid down in this Section, taking into account their
content/EN/TXT/? intended purpose as well as the generally acknowledged state of the art on Al and Al-related technologies. The risk
uri=CELEX:32024R16 management system referred to in Article 9 shall be taken into account when ensuring compliance with those
89 requirements.
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i 42001:2023 ISO/IEC, 5259-3:2024. IsOIIEC '23894:2023 IsOIIEC 19
[Article 008 o e mereaeren R B SR S ‘) =

Specification Risk management system

f 24027:2021 ISONEC TR, 5336:2023 ISO/IEC, 17647 ISONEC TS, 22443 19|
49 T Lifecycle 1SOAEC AWI T3, 5330:2024 ISONEC, 6230412006 1EC

e Sy i 17647 1SONEG TS Veicon o 22443 |[125] Documerted iormaton e e
Standard |SO/IEC AWI TS-Guidance on add..., 5339:2024 ISO/IEC-
Guidance for Al..., 62304:2006 IEC»MedicaI device ... (Lifecycle); . -
42001:2023 ISO/IEC-Management syst..., 5259-3:2024 ISO/IEC- || 158] Risk evaluation
Data quality ma..., 23894:2023 ISO/IEC-Guidance on fis...,
27000:2018 ISO/IEC-Information sec..., 24970 ISO/IEC AWI-Al
system loggi..., 31000:2018 ISO-Risk management..., 154] Residual risk 27000:2018 ISO/IEC, 14971:2019 150 79|
25058:2024 ISO/IEC TS-Guidance for qu... (Risk management); o
42001:2023 ISO/IEC-Management syst..., 27000:2018 ISO/IEC-
i i ion): 42001:2023 [753] Measurement 0TI SOTEG, S350 anaE ISOMES, abuZ0rs oM, 2059 19

27000:2018 ISO/IEC, 14971:2019 1SO 9]

sec... (D
ISO/IEC-Management syst..., 5259-1:2024 ISO/IEC-Overview, ISOIECAWNAZIZZ ISV RC
termi..., 27000:2018 ISO/IEC-Information sec..., 25059-1 ISO/IEC =
AWI-Quality model f..., 4213-1 ISO/IEC AWI-P mea...
(Measurement); 27000:2018 ISO/IEC-Information sec..., 7\
14971:2019 1SO-Application of ... (Residual risk); 27000:2018 Terms Text
ISO/IEC-Information sec..., 14971:2019 1SO-Application of ... Annexes =
(Risk evaluation) U I:
I~ v
Link https://eur-lex.europa. |  Fulltext |Risk management system
[ feullegal- [ 1. Arisk management system shall be established, implemented, documented and maintained in relation to high-
content/EN/TXT/? risk Al systems.
uri=CELEX:32024R16 2. The risk management system shall be understood as a continuous iterative process planned and run throughout
89 the entire lifecycle of a high-risk Al system, requiring regular systematic review and updating. It shall comprise the
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_ 7T T Traiing, valdaton sing S RGeS T R T e ] ) .F
datasets =
Specification Data and data governance __
57 ] Quality criteria 250242015 1SO/EC, 526922024 ISONEG FOIS 7
Relationship 25059:2023 ISO/IEC-Quality model f... (Annotation); 5259-2:2024 — ==
with ISO/IEC FDIS-Data quality me... (Bias detection and correction); 152 ] Origin of data provenance I "
Standard 25012:2008 ISO/IEC-Data quality mo... (Complete); 25024:2015
ISO/IEC-Measurement of ..., 5259-2: 2024 1SOIIEC FDIS-Data . .
quality me..., 25012:2008 ISO/IEC-Data quality mo..., 13 | Bias detection and R i
24028:2020 ISO/IEC TR-Overview of tru... (Consistency); 5259 correction
-1:2024 1SO/IEC-Overview, termi..., 31010:2019 IEC-Risk
assessment... (Data collection processes); 24027:2021 ISO/IEC @[ Personal data are not to be i
TR-Bias in Al syst..., 23894:2023 ISO/IEC-Guidance on ris..., transmitted, transferred or
82079-1:2019 IEC/IEEE-IEC Part 1: pri..., 26514:2022 Othermse accessed by
ISO/IEC/IEEE-Design and deve... (Design); 5259-2:2024 ISO/IEC 111 G vernan 8183:2023 ISO/IEC, 5250-5:2024 ISO/IEC FDIS, 38500:2024 ISOAEC, 10|
FDIS-Data quality me... (Origin of data); 25024:2015 ISO/IEC- overnance 38507:2022 1SOREG
Measurement of ..., 5259-2:2024 ISO/IEC FDIS-Data quality =
35000124 SOIEE FOIS Dats qulty e, 2a0zoczs ([ Dosiom A R wones ms v eoees o[y
ISONIEC TR-Assessment of .. (Training, vaillt;an'on, tesfmg Terms Text
datasets); 42001:2023 ISO/IEC-Management syst... (Cleaning); Annexes =
5259-2:2024 ISO/IEC FDIS-Data quality me... (Datasets): 46 ] HR Al Systems of | [T ] I:
8183:2023 ISO/IEC-Data life cycle..., 5259-5:2024 ISO/IEC
FDIS-Data quality go..., 38500:2024 ISO/IEC. of l...,
38507:2022 ISO/IEC-Governance impl... (Governance); 29 | Data collection processes 5259-1:2024 ISO/IEC, 31010:2019 IEC 10
42001:2023 ISO/IEC-Management syst..., 5259-1:2024 ISO/IEC-
Overview, termi..., 25019:2023 ISO/IEC- Quahty in-use .
25012:2008 ISO/IEC-Data quality mo.., 8000-1:2022 ISO-Part 1: ||z - ISSTRESISOIED ™
Ovenie. . 5259-6:2024 CD TRVisualaton f.. (Data qually), ~ ||P—) Annotation
25024:2015 ISOIIEC-Measurement of .. , 5259-2:2024 ISO/IEC
P e e s SOIEC regonrl | T oy B RN s o oo B, 1
ISOIIEC AWI TS-Guidance and re..., 5259.6:2024 CD TR-
Visualization ... (Data)
80 | Cleaning 42001:2023 ISONEC 70|
I~ I~]
Link-|https://eur-lex.europa. | Ful'text |nata and data governance
[ |eulegal- | 1. High-risk Al systems which make use of techniques involving the training of Al models with data shall be
content/EN/TXT/? developed on the basis of training, validation and testing data sets that meet the quality criteria referred to in
uri=CELEX:32024R16 paragraphs 2 to 5 whenever such data sets are used.
89 2. Training, validation and testing data sets shall be subject to data governance and management practices
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Specification Technical documentation
[246] Technical documentation S0 ECAEEE 28
Relationship 42001:2023 I1SO/IEC-Management syst..., 27000:2018 ISO/IEC-
with on sec... (D [ jon); 82079-1:2019
Standard |EC/IEEE-IEC Part 1: pri... (Technical documentation)
[+]
Terms Text Annexes
U » I:
I~ I~
LinkIhtps://eur-lex.europa. | - Fulltext |Technical documentation
[ feullegal- [ 1. The technical documentation of a high-risk Al system shall be drawn up before that system is placed on the
content/EN/TXT/? market or put into service and shall be kept up-to date.
uri=CELEX:32024R16 The technical documentation shall be drawn up in such a way as to demonstrate that the high-risk Al system
89 complies with the requirements set out in this Section and to provide national competent authorities and notified
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Specification Record keeping

il 250242015 ISONEC, 5259-2:2024 ISONEC FDIS, 24970 1SOREC AW, 27)
73 | Traceability 25012:2008 ISO/IEC

Relationship 25024:2015 ISO/IEC-Measurement of ..., 5259-2:2024 ISO/IEC - >
with FDIS-Deta quality me..., 24970 ISO/IEC AWI-AI system loggi..., || 121 Risk management 270003013 SOREG, 34970 SOTEC A, 51000301 50, 280582024
Standard 25012:2008 ISO/IEC-Data quality mo... (Traceability);

42001:2023 ISO/IEC-Management syst..., 5259-3:2024 ISO/IEC-
Data quality ma..., 23894:2023 ISO/IEC-Guidance on ..., 302| Logs 27
27000:2018 ISO/IEC-Information sec..., 24970 ISO/IEC AWI-Al
system loggi..., 31000:2018 _ISO-Risk management...,
ZA0SE 2034 SOIRG TS Quidancs o qu.. sk managemer; | [260] Dt EEmsE U o e
ISO/IEC-Measurement of ..., 5259-2:2024 ISOIIéC FDIS-Data

quality me..., 42001:2023 ISO/IEC-Management syst..., 306] Input data 27
24028:2020 ISO/IEC TR-Overview of tru..., 25223:2024 ISO/IEC
AWI TS-Guidance and re..., 5259-6:2024 CD TR-Visualization f... =
(Data)
Terms Text Annexes
[T [ H I;
I~ I~
Link | https://eur-lex.europa. |  Full text |Record-keeping
[ |eulegal- 1. High-risk Al systems shall technically allow for the automatic recording of events (logs) over the lifetime of the
content/EN/TXT/? system.
uri=CELEX:32024R16 2. In order to ensure a level of traceability of the functioning of a high-risk Al system that is appropriate to the
89 intended purpose of the system, logging capabilities shall enable the recording of events relevant for:
OPTIONAL INFORMATION
Name and Domenico Natale Affiliation and UNI Linkedin https://www.linkedin.com/in/domenico-natale-a9b99812/?
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Terms % Variant Text Standard Terms Text Whereas

AHiCIEN0 S < rnsoareny e = () |

Specification Transparency and provision of information to
developers

268] Information 24028:2020 ISONEC TR, 26514:2022 ISONEC/EEE 37

Relationship | 25024:2015 ISO/IEC-Measurement of ..., 5259-2:2024 ISO/IEC
with FDIS-Data quality me..., 25012:2008 ISOIIEC Data quality mo...
Standard 29119-11:2020 ISO/IEC TR-Guidelines on .. (Accuracy);
25059:2023 ISO/IEC-Quality mode! ..., 5338:2023 ISO/IEC-Al

223| Deployers i

System e .., 24030:2024 ISO/IEC TR-Use cases... 4] Al'systems 5i030:2030 1SONEC 1A, G354 ONEC G 1S, 17647 ISONEG 1812243 |
24028:2020 ISO/IEC TR-Overview of tru..., 6254 ISO/IEC CD TS- e AT 1zl 'f.,‘gf,'?so,,EC’D,“;9,,,“.,5;’255,‘};'2,,2%%3,5’“2‘
Objective and a..., 17847 ISO/IEC TS-Verification an..., 22443

ISO/IEC AWI TS-Guidance on add..., 21221 ISO/IEC WD- 2 | Accuracy 220242015 ISO/IEC, 5250:2:2024 ISONEC FDIS, 25012:2008 ISOMEC, 37

Beneficial Al's..., 25059-1 ISO/IEC AWI-Quality model ...,
25223:2024 ISO/IEC AWI TS-Guidance and re..., 42006:2024
ISO/IEC DIS-Requirements fo..., 42005:2024 ISO/IEC DIS-Al 18 | Robusteness 25059:2023 ISO/IEC, 24026-1:2021 ISOIEC TR, 24029-2:2023 ISONEC 37
system impac... (Al systems); 25059:2023 ISO/IEC-Quality model o
f..., 24029-1:2021 ISO/IEC TR-Assessment of ..., 24029-2:2023

q

ISO/IEC-Assessment of t... (Robusteness); 25024:2015 ISO/IEC- - -
Measurement of ..., 5259-2:2024 ISO/IEC FDIS-Data quality 215] Cybersecurity EEESE2022ISVEC g
..., 22989:2022 ISO/IEC-Artificial inte..., 24028:2020 ISO/IEC Terms Text
TR-Overview of tru... (Validation); 5259-2:2024 ISO/IEC FDIS- . Annexes =
Data quality me... (Datasets); 22989:2022 ISO/IEC-Artificial inte... 285 Metrics 29118-11:2020 ISONEC TR 7] [l I;
(Cybersecurity); 25059:2023 ISO/IEC-Quality model f...,
5469:2024 ISOIIEC TR-TR Functional 5., 24028:2020 ISO/IEC
TR-Overview of tru... 25223:2024 ISO/IEC AWI TS-Guidance 103] Datasets 5256-2:2024 ISOEG FOIS e
and re... (Transparency); 24028:2020 ISO/IEC TR-Overview of
tru..., 26514:2022 ISO/IEC/IEEE-Design and deve..
(Information); 29119-11:2020 ISO/IEC TR-Guidelines on t... 70 | Tosting data sets =
(Metrics) 9
76 ‘ Validation ggggg ;g;g :S%Eg T5259 -2:2024 ISO/EC FDIS, 22989:2022 ISO/IEC, 37|
302[ Logs =]
I~ ~]
Link Fulltext |Transparency and provision of information to deployers
] (| 1. High-risk Al systems shall be designed and developed in such a way as to ensure that their operation is

sufficiently transparent to enable deployers to interpret a system’s output and use it appropriately. An appropriate

type and degree of transparency shall be ensured with a view to achieving compliance with the relevant obligations of

the provider and deployer set out in Section 3.
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Article0t4 e i «’ =

Specification Human oversight

4| Al'systems 25059:2023 ISO/IEC, 5338:2023 ISO/IEC, 24030:2024 ISO/IEC TR,
20282020 1SONEC TR, 6254 ISONEC Cb TS, 17847 ISO/IEC TS, 2
TSONE AWI T3, 21221 ISO/IEG WD 25039.1 ISONIEC AW, 25285:3034
1SOTEG AWI TS, 4200515024 ISONEC OIS, 42006.2034 1501 DIS

Relatlonshlp 25059:2023 ISO/IEC-Quality model ..., 5338:2023 ISO/IEC-Al

th | System life ..., 24030:2024 ISO/IEC TR-Use cases...
Siandard 24028:2020 ISO/IEC TR-Overview of ru.., 6254 ISO/IEC CD TS-

Objective and a..., 17847 ISO/IEC TS-Verification an..., 22443
ISO/IEC AWI TS-Guidance on add..., 21221 ISOIEC WD- 214] Safety A s Soo TaonEe Th pabes 3 oM 21068:2022.35
Beneficial Al s..., 25059-1 ISO/IEC AWI-Quality model f...,
25223:2024 ISO/IEC AWI TS-Guidance and re..., 42006:2024
ISO/IEC DIS-Requirements fo..., 42005:2024 ISO/IEC DIS-Al 278| Controller 8200:2024 ISONEC TS 33
system impac... (Al systems); 25010:2023 ISO/IEC-SQuaRE -
Produc..., 14971:2019 ISO-Application of ..., 5469:2024 ISO/IEC
TR-TR Functional s..., 24368:2022 ISO/IEC TR- Overvwew of
eth..., 24028:2020 ISO/IEC TR-Overview of tr. , 25059-
ISOIIEC AWI-Quality model f... (Safety); 8200: 2024 ISOIIEC TS-

212| Health |

1q

Controllability... (Controller)
Terms Text Annexes
[T L ® fa
a
Link | https://eur-lex.europa. |  Full text |tjyman oversight
[ leullegal- 1. High-risk Al systems shall be designed and developed in such a way, including with appropriate human-machine
content/EN/TXT/? interface tools, that they can be effectively overseen by natural persons during the period in which they are in use.
uri=CELEX:32024R16 2. Human oversight shall aim to prevent or minimise the risks to health, safety or fundamental rights that may
89 emerge when a high-risk Al system is used in accordance with its intended purpose or under conditions of
OPTIONAL INFORMATION
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Terms % Variant Text Standard Terms Text Whereas
_ 47 ] Interaction with natural 5]al [2_| Accura ( 1 The purpose of this 15 [a
person or other systems cy Regulaﬂcnels L |
Specification’ Accuracy, robustness and cybersecurity fincioning of e
) = T Acourasy TS SOTEC, 975022024 SOTEG FOIS, B0TZ2008 SOTEG, 15 ( ) s
o ]

Relationship | 25024:2015 ISO/IEC-Measurement of ..., 5259-2:2024 ISO/IEC - -
with FDIS Data quallty me..., 25012:2008 ISO/IEC-Data quality mo..., (%2 Robustness achieved with B
Standard 29119-11:2020 ISO/IEC TR-Guidelines on . (Accuracy); 5259 safe plan v, P
-2:2024 ISO/IEC FDIS-Data quality me... (Bias detection and -
correction); 25059:2023 ISO/IEC-Quality model ..., 24029 29 | Data collection processes B LRGN R 18
-1:2021 ISO/IEC TR-Assessment of t..., 24029-2:2023 ISO/IEC-
Assessment of t... (Robusteness); 5259-2:2024 ISO/IEC FDIS-
Data quality me..., 22989:2022 ISO/IEC-Artificial inte... (Data 50 | Measurement and method 25024:2015 ISO/IEC, 42001:2023 ISO/IEC, 27000:2018 ISONIEC. 75|

quality reporting); 5259-1:2024 ISO/IEC-Overview, termi...,
31010:2019 IEC-Risk assessment... (Data collection processes);
24027:2021 ISO/IEC TR-Bias in Al syst..., 5338:2023 ISO/IEC-Al ]_’_46 15|
System life ..., 17847 ISO/IEC TS-Verification an..., 22443 46| HR Al Systems
ISO/IEC AWI TS-Guidance on add..., 5339:2024 ISO/IEC- =
Guidance for Al..., 62304:2006 IEC-Medical device ... (Lifecycle); —
25024:2015 ISOIIEC-Measurement of ., 42001:2023IS0/IEC- |3 ] Bias detection and SRR i
Management syst..., 27000:2018 ISO/IEC-Information sec... Terms Text
(Measurement and method); 5259-2:2024 ISO/IEC FDIS-Data _ Annexes =
quality me... (Origin of data); 25059:2023 ISO/IEC-Quality model 49 | Lifecycle R o RS OEC TS, 2244315 [ I:
..., 25010:2023 ISO/IEC-SQuaRE - Produc..., 24028:2020
ISO/IEC TR-Overview of tru..., 9868 ISO/IEC DIS-Biometric
ident..., 42006:2024 ISO/IEC DIS-Requirements fo... (Security); 48 | Level declaration & 15|
22989:2022 ISO/IEC-Artificial inte... (Cybersecurity) instruction of use
[66 ] Security TGS QTG 25010202 QTG 200252020 SOTEG 17,9965 15
41 [ Examination of biases, 12
health and safety of
persons
52 | Origin of data 5255-2:2024 1SONEG FDIS @
~ v
Link |https://eur-lex.europa. |  Fulltext |aceyracy, robustness and cybersecurity
[ feullegal- [ 1. High-risk Al systems shall be designed and developed in such a way that they achieve an appropriate level of
content/EN/TXT/? accuracy, robustness, and cybersecurity, and that they perform consistently in those respects throughout their
uri=CELEX:32024R16 lifecycle.
89 2. To address the technical aspects of how to measure the appropriate levels of accuracy and robustness set out in
OPTIONAL INFORMATION
Name and Domenico Natale Affiliation and UNI CT 533 (member) Linkedin https://www.linkedin.com/in/domenico-natale-a9b99812/?
Surname Qualification UNI CT 504 (president) ... other originalSubdomain=it
Observations
Terms % Variant  Text  Standard Tems  Text  Whereas
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Specification Qbligations of providers of high-risk Al systems

4| Al'systems 25059:2023 ISO/IEC, 5338:2023 ISO/IEC, 24030:2024 ISO/IEC TR,
20282020 1SONEC TR, 6254 ISONEC Cb TS, 17847 ISO/IEC TS, 2
TSONE AWI T3, 21221 ISO/IEG WD 25039.1 ISONIEC AW, 25285:3034
1SOTEG AWI TS, 4200515024 ISONEC OIS, 42006.2034 1501 DIS

Relatlonshlp 25059:2023 ISO/IEC-Quality model ..., 5338:2023 ISO/IEC-Al

th | System life ..., 24030:2024 ISO/IEC TR-Use cases...
Siandard 24028:2020 ISO/IEC TR-Overview of ru.., 6254 ISO/IEC CD TS-

Objective and a..., 17847 ISO/IEC TS-Verification an..., 22443
ISO/IEC AWI TS-Guidance on add..., 21221 ISO/IEC WD- 289] Quality management W
Beneficial Al s..., 25059-1 ISO/IEC AWI-Quality model f...,
25223:2024 ISO/IEC AWI TS-Guidance and re..., 42006:2024
ISO/IEC DIS-Requirements fo..., 42005:2024 ISO/IEC DIS-Al 305| Contact ol
system impac... (Al systems); 42001:2023 ISO/IEC-Management
syst..., 27000:2018 ISO/IEC-Information sec..., 42006:2024
ISO/IEC DIS-Requirements fo... (Conformity); 82079-1:2019 144] Conformity '42001:2023 ISO/IEC, 27000:2018 ISO/IEC, 42006:2024 ISO/IEC DIS 38
|IEC/IEEE-IEC Part 1: pri... (Documentation)

247| Documentation 82075-1:2019 IECAEEE 55|

1q

Terms Text Annexes
| 0 T
]
Link Fulltext |0pligations of providers of high-risk Al systems
O Providers of high-risk Al systems shall:
(a)ensure that their high-risk Al systems are compliant with the requirements set out in Section 2;
(b)indicate on the high-risk Al system or, where that is not possible, on its packaging or its accompanying
documentation, as applicable, their name, registered trade name or registered trade mark, the address at which they

OPTIONAL INFORMATION
Name and Affiliation and Linkedin
Surname Qualification ... other

Observations




Standard|25019:2023 ISO/IEC-Quali

B I a CT Terminology NINFO 'Q, _L_‘Ln
new Techni.cal Committee 533 Al

Hosting and

aFTﬁgg developing

The data presented have a value for research and not a legal value.

Specification Quality management system

Relationship 25024:2015 ISO/IEC-Measurement of .., 5259-2:2024 ISO/IEC

with |FDIS-Data quality me..., 25059:2023 ISO/IEC-Quality model f...,
in-use ..., 25012:2008 ISO/IEC-
Data quality mo... (Accessibility); 25059:2023 ISO/IEC-Quality
model f..., 25059-1 ISO/IEC AWI-Quality model ... (Al models);
5259-2:2024 ISO/IEC FDIS-Data quality me... (Bias detection
and correction); 25024:2015 ISO/IEC-Measurement of ..., 5259
-2:2024 ISO/IEC FDIS-Data quality me..., 25019:2023 ISO/IEC-
Quality-in-use ..., 25012:2008 ISO/IEC-Data quality mo..
(Compliance); 5259-2:2024 ISO/IEC FDIS-Data quality me...
(Data holder); 5259-2:2024 ISO/IEC FDIS-Data quality me...
(Identifiability); 5259-1:2024 1SO/IEC-Overview, termi...,
31010:2019 IEC-Risk assessment... (Data collection processes);
8183:2023 ISO/IEC-Data life cycle..., 5259-1:2024 ISO/IEC-
Overview, termi..., 5259-4:2024 ISO/IEC-Data quality pr... (Data
life cycle); 24027:2021 ISO/IEC TR-Bias in Al syst..., 23894:2023
ISO/IEC-Guidance on ris..., 82079-1:2019 I[EC/IEEE-IEC Part 1
pri..., 26514:2022 ISO/IEC/IEEE-Design and deve... (Design);
24027:2021 ISO/IEC TR-Bias in Al syst..., 5338:2023 ISO/IEC-Al
System life ..., 17847 ISO/IEC TS-Verification an..., 22443
ISO/IEC AWI TS-Guidance on add..., 5339:2024 ISO/IEC-
Guidance for Al..., 62304:2006 IEC-Medical device ... (Lifecycle);
42001:2023 ISO/IEC-Management syst... (Cleaning); 42001:2023
ISO/IEC-Management syst..., 23894:2023 ISO/IEC-Guidance on
ris... (Leadership); 42001:2023 ISO/IEC-Management syst...
(Planning); 25019:2023 ISO/IEC-Quality-in-use ... (Post-market);
42001:2023 ISO/IEC-Management syst..., 5259-3:2024 ISO/IEC-
Data quality ma..., 23894:2023 ISO/IEC-Guidance on ris...,
27000:2018 ISO/IEC-Information sec..., 24970 ISO/IEC AWI-Al
system loggi..., 31000:2018 ISO-Risk management...,
25058:2024 ISO/IEC TS-Guidance for qu... (Risk management);
42001:2023 ISO/IEC-Management syst..., 27000:2018 ISO/IEC-
Information sec... (Management system); 5259-4:2024 ISO/IEC-
Data quality pr... (Data labelling); 25024:2015 ISO/IEC-
Measurement of ..., 5259-2:2024 ISO/IEC FDIS-Data quality
me..., 42001:2023 ISO/IEC-Management syst..., 24028:2020
ISO/IEC TR-Overview of tru..., 25223:2024 ISO/IEC AWI TS-
Guidance and re..., 5259-6:2024 CD TR-Visualization f... (Data);

Terms % Variant Text Standard Terms Text Whereas
5259-2:2024 1SONEC FDIS e ( ) = F
86 | Leadership 42001:2023 ISOIEC, 23894:2023 ISONEC 7]
4 [ Lifecycle T R e e
|58 T Re-use of the personal Quality 1”7
data control
71 | The personal data in the 7=
special categories of
personal data are deleted
84 | Assessment datasets [17]
&
30 | Data life cycle 318372023 1SONEG, 525912024 1SONEG, 525942024 ISONEC 7
Terms Text A nnexes
Al models 25059:2023 ISO/IEC, 25059-1 ISO/IEC AWI 7 U 7 IL
80_| Cleaning 42001:2023 ISONEC 7
Planning 320012023 ISO/EC w
[21 T Compliance 250212015 [SOEC, 525922024 1SONE FOIS, 250192023 1SOMEG, 17
24 T Identifiability 5259-2:2024 1SOIEC FDIS '
I~ I~

Link |https://eur-lex.europa.

[ leullegal-

content/EN/TXT/?

Fulltext|Quality management system

1. Providers of high-risk Al systems shall put a quality management system in place that ensures compliance with

this Regulation. That system shall be documented in a systematic and orderly manner in the form of written policies,
procedures and instructions, and shall include at least the following aspects:
(a)a strategy for regulatory compliance, including compliance with conformity assessment procedures and

42001:2023 ISO/IEC-Management syst..., 5339:2024 ISO/IEC- i 8
Guidance for Al.. (Accountability); 42001+2023 ISO/IEC- uri=CELEX:32024R16
Management syst... (Data acquisition) 89

OPTIONAL INFORMATION

Name and Domenico Natale Affiliation and UNI CT 533 (member) Linkedin https://www.linkedin.com/in/domenico-natale-a9b99812/?

Surname Qualification UNI CT 504 (president) ... other originalSubdomain=it
Observations
Terms % Variant  Text Standard Terms  Text Whereas
222 Providers B s };
Articleots 7 - () =
Specification Documentation keeping
246/ Technical documentation (CRCHENBIELI o
Relationship 42001:2023 ISO/IEC-Management syst..., 27000:2018 ISO/IEC- -
with |Information sec..., 42006:2024 ISO/IEC DIS-Requirements fo... 269] Quality management N
Standard | (Conformity); 82079-1:2019 IEC/IEEE-IEC Part 1: pri...
(Technical documentation)
744] Conformity 32001:2023 ISOEC, 270002018 1SONE, 42006:2024 SOTEC OIS 38
Terms Text Annexes
[T [ * I;
I~ I~
Link Fulltext Inocumentation keeping
O | 1. The provider shall, for a period ending 10 years after the high-risk Al system has been placed on the market or
put into service, keep at the disposal of the national competent authorities:
(a)the technical documentation referred to in Article 11;
(b)the documentation concerning the quality management system referred to in Article 17;
OPTIONAL INFORMATION
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Terms % Variant Text Standard Terms Text Whereas

_ [302] Logs “o la
. o ( ) .}—
Specification Automatically generated logs
271] Personal data 24028:2020 ISONEC TR
Relationship 82079-1:2019 IEC/IEEE-IEC Part 1: pri... (D -
with 24028:2020 ISO/IEC TR-Overview of ... (Personal data) 307] Protection of personal data
Standard
247] Documentation 2079172019 IECAEEE
|
Terms Text A nnexes
O c
s
Link Fulltext | tomatically generated logs
] (| 1. Providers of high-risk Al systems shall keep the logs referred to in Article 12(1), automatically generated by their
high-risk Al systems, to the extent such logs are under their control. Without prejudice to applicable Union or national
law, the logs shall be kept for a period appropriate to the intended purpose of the high-risk Al system, of at least six
months, unless provided otherwise in the applicable Union or national law, in particular in Union law on the protection

OPTIONAL INFORMATION
Name and Affiliation and Linkedin
Surname Qualification ... other
Observations
Terms % Variant  Text Standard Terms  Text Whereas

@ Providers s ] F
Article020 a . i

Specification Corrective actions and duty of information

4| Al'systems 25059:2023 ISO/IEC, 5338:2023 ISO/IEC, 24030:2024 ISO/IEC TR, at
24028:2020 ISO/IEC TR, 6254 ISO/IEC CD TS, 17847 ISO/IEC TS, 22443
ISO/IEC AWI TS, 21221 ISO/IEC WD, 25059-1 ISO/IEC AW, 25223:2024
ISO/EC AWI TS, 42006:2024 ISO/IEC DIS, 42005:2024 ISO/IEC DIS

Relationship 25059:2023 ISO/IEC-Quality model ..., 5338:2023 ISO/IEC-Al
with System life ..., 24030:2024 ISO/IEC TR-Use cases...,
Standard24028:2020 ISO/IEC TR-Overview of tru..., 6254 ISO/IEC CD TS-

Objective and a..., 17847 ISO/IEC TS-Verification an..., 22443
ISO/IEC AWI TS-Guidance on add..., 21221 ISO/IEC WD- 223 Deployers "
Beneficial Al s..., 25059-1 ISO/IEC AWI-Quality model f...,
25223:2024 ISO/IEC AWI TS-Guidance and re..., 42006:2024
ISO/IEC DIS-Requirements fo..., 42005:2024 ISO/IEC DIS-Al 119] Risk R2col g2z lielEC RE01S 2023 SEIEC 28028 2020 EGHECHE 4
system impac... (Al systems); 42001:2023 ISO/IEC-Management
syst..., 25019:2023 ISO/IEC-Quality-in-use ..., 24028:2020
ISO/IEC TR-Overview of tru... (Risk)

46 | HR Al Systems !

323/ Surveillance i
Terms Text Annexes
[T LJ o la
]
Link-|https://eur-lex.europa. | Fulltext |Corrective actions and duty of information
[ leullegal- 1. Providers of high-risk Al systems which consider or have reason to consider that a high-risk Al system take the
content/EN/TXT/? necessary corrective actions to bring that system into conformity, to withdraw it, to disable it, or to recall it, as
uri=CELEX:32024R16 appropriate. They shall inform the distributors high-risk Al system concerned and, where applicable, the deployers,
89 the authorised representative and importers accordingly.
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Article043 [ semmm—— () |

Specification Conformity assessment

289[ Quality management =

Relationship |25059:2023 ISO/IEC-Quality model f..., 5338:2023 ISO/IEC-AI
with System life ..., 24030:2024 ISO/IEC TR Use cases...
Standard 24028:2020 ISOIIEC TR-Overview of tru..., 6254 ISOIIEC CDTS-

Objective and a..., 17847 ISO/IEC TS-Venﬁcation an..., 22443
ISO/IEC AW TS-Guidance on add... 21221 ISO/IEC WD- 144] Conformity 4200112023 ISOIEC, 27000:2018 ISONIEC, 42006:2024 ISONEC DIS 32|
Beneficial Al's..., 25059-1 ISO/IEC AWI-Quality model ...,
25223:2024 ISO/IEC AWI TS-Guidance and re..., 42006:2024
ISO/IEC DIS-Requirements fo..., 42005:2024 ISO/IEC DIS-Al 286] Assessment (42132022 1B04ECITST2Y L2020 SOVECIR 2008 2024 ISOEC] 321
system impac... (Al systems); 42001:2023 ISO/IEC-Management
syst..., 27000:2018 ISO/IEC-Information sec..., 42006:2024
ISO/IEC DIS-Requirements fo... (Conformity); 5259-3:2024 212] Health 32|
ISO/IEC-Data quality ma..., 14971:2019 ISO-Application of ..., —
38500:2024 ISO/IEC-Governance of I..., 9868 ISO/IEC DIS-

246| Technical documentation SRS 52

q

Biometric ident... (Management); 25010:2023 ISO/IEC-SQuaRE -
Produc.... 14971:2019 ISO-Application of .., 5469:2024 1SO/IEC || 214] Safety TEOTRETS 030050 1SONES T, 230501 16ONEE A 2102022 52
TR-TR Functional s..., 24368:2022 ISO/IEC TR-Overview of Terms Text
eth..., 24028:2020 ISO/IEC TR-Overview of tru..., 25059-1 Annexes =
ISO/NEC AWI-Quality model f... (Safety); 82079-1:2019 IECIEEE- | [4_] Al systems 720502003 [EOVEC, $336 2023 [SONEC, ZA0W2020 BOMEC TR, 32 [ I:
IEC Part 1: pri... (Technical documentation); 4213:2022 ISO/IEC ISNEC AWI TS, 21221 ;ﬁ,gﬁso,,Eg,,,ﬂ;s,,,ngggsg,ﬂ,;'g,,ggggﬂﬂ
TS-Assessment of M..., 29119-11:2020 ISO/IEC TR-Guidelines
on t..., 42006:2024 ISO/IEC DIS-Requirements fo...
(Assessment)
I~ ~]
Link |https://eur-lex.europa. | Fulltext |Gonformity assessment
[ feullegal- 1. For high-risk Al systems listed in point 1 of Annex IIl, where, in demonstrating the compliance of a high-risk Al
content/EN/TXT/? system with the requirements set out in Section 2, the provider has applied harmonised standards referred to in
uri=CELEX:32024R16 Article 40, or, where applicable, common specifications referred to in Article 41, the provider shall opt for one of the
89 following conformity assessment procedures based on:
OPTIONAL INFORMATION
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Surname Qualification ... other
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Terms % Variant  Text Standard Terms  Text Whereas

i 24029.1:2021 ISO/IEC TR, 24026:2020 ISOAEC TR, 29119-112020 31a 31
_ [rol Testing B SEURER AR W ( ) (] }_

Specification Testing of high-risk Al system in real world

iti ; 287| Ethi i =
conditions outside Al regulatory sandbox 57) Ethical review
Relatlonshlp 24029-1:2021 ISO/IEC TR-Assessment of ..., 24028:2020 —
th ISOIIEC TR-Overview of tru.., 29119-11:2020 ISO/IEC TR- 285| Disability e
Siandard Guidelines on .., 12791-2:2024 ISOIIEC DTS-Treatment of un...
(Testing); 24028:2020 ISO/IEC TR-Overview of tru... (Personal
data) 271| Personal data '24028:2020 ISOAEC TR Bl

1q

Terms Text Annexes

[T ] o Ja
u
Link |https://eur-lex.europa. |  Fulltext |Testing of high-risk Al systems in real world conditions outside Al regulatory sandboxes
[ leullegal- 1. Testing of high-risk Al systems in real world conditions outside Al regulatory sandboxes may be conducted by
content/EN/TXT/? providers or prospective providers of high-risk Al systems listed in Annex Ill, in accordance with this Article and the
uri=CELEX:32024R16 real-world testing plan referred to in this Article, without prejudice to the prohibitions under Article 5.
89 The Commission shall, by means of implementing acts, specify the detailed elements of the real-world testing plan.
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Terms % Variant Text Standard Terms Text Whereas
[ e _— ) —
- ]
Specification E database fo high-risk Al systems listed in
[ Al'systems 25059:2023 ISO/IEC, 5338:2023 ISO/IEC, 24030:2024 ISO/IEC TR,
24028:2020 ISO/IEC TR, 625¢ ISO/IEC CD TS, 1784

Annex |l A TSOTEC AWI T3, 31201 ISOTEC WD, 25036-1 1SIEC. AWr 2523303001
ISO/NEC AWI TS, 42006:2024 ISO/IEC DIS, 42005:2024 ISO/EC DIS

Relationship 250242015 ISOIIEC-Weasurement of ., 5250-2:2024 ISO/EC || T TR R S

with |FDIS-Data quality me..., 25059:2023 ISO/EC- -Quality model f... 240262020 ISONEC TR, 25223:2024 ISO/IEC AWI TS, 5259-6:2024 CD TR
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