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Fields marked with * are mandatory.



Targeted stakeholder consultation on the Commissions Draft Guidance on Article 73 AI Act - Incident Reporting (High-Risk AI Systems)

Disclaimer: This document is a working document of the AI Office for the purpose of consultation and does not prejudge the final decision that the Commission may take in the assessment of the guidance. The responses to this consultation will provide important input to the Commission when assessing the guidance.

This consultation is targeted to stakeholders of different categories. These categories include, but are not limited to, providers and deployers of AI systems, other industry organisations, as well as academia, other independent experts, civil society organisations, and public authorities.

The Artificial Intelligence Act (the ‘AI Act’)[1], which entered into force on 1 August 2024, creates a single market and harmonised rules for trustworthy and human-centric Artificial Intelligence (AI) in the EU[2]. It aims to promote innovation and uptake of AI, while ensuring a high level of protection of health, safety and fundamental rights, including democracy and the rule of law.

The AI Act follows a risk-based approach classifying AI systems into different risk categories, one of which is the category of high-risk AI systems. For those systems, the AI Act imposes the obligation to report serious incidents in Article 73(1) AI Act.

This Obligation aims to create an early warning system that allows market surveillance authorities to identify potentially harmful patterns or important risks of high-risk AI systems at an early stage and enabling them to take timely corrective measures when incidents occur. Furthermore, it establishes clear accountability for providers (and to a certain extent users) to ensure the proper functionality and safety of their products and it fosters transparency in how high-risk AI systems operate, ultimately building public trust in AI technologies through proper oversight.

To support the providers in fulfilling this obligation, the European Commission is mandated to issue guidance pursuant to Article 73(7) AI Act, a first draft is published alongside a template for the report to the market surveillance authority and is subject to this public consultation.

Draft Guidance on Article 73 AI Act - Incident Reporting (High-Risk AI Systems)
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DRAFT_GUIDANCE_ARTICLE_73_AI_ACT-_INCIDENT_REPORTING.pdf


Reporting Template - Incident Report for Serious Incidents under the AI Act (High-risk AI systems)
Incident_Report_for_Serious_Incidents_under_the_AI_Act	High-risk_AI_systems_.pdf

While the guidance aims to enable providers to clearly determine whether they are obligated to report, the template aims to standardise the process of reporting and to harmonise the information that providers transmit to the market surveillance authorities.

The purpose of the present targeted stakeholder consultation is to collect input from stakeholders on practical examples of AI systems’ incidents that will have to be reported and issues to be clarified in the Commission’s guidance.

As not all questions may be relevant for all stakeholders, respondents may reply only to the section(s) and the questions they would like. Respondents are encouraged to provide explanations and practical cases as a part of their responses to support the practical usefulness of the guidelines.

The targeted consultation is available in English only and will be open for 6 weeks starting on 26 September 2025 until 7 November 2025.

The questionnaire for this consultation is structured along five sections with several questions.

Section 1. Questions in relation to relevant definitions as provided by the AI Act:

[image: ]	This section includes questions on the definitions provided in the AI Act as well as on the Commission’s explanations in the guidance.


Section 2. Question in relation to practical examples (use cases):

[image: ]	This section allows for the submission of illustrative or difficult use cases.


Section 3. Questions in relation to the interplay between incident reporting for high-risk systems pursuant to Annex III with other incident reporting obligations:
[image: ]	This section includes questions regarding the interplay with other legislation; It also allows for the submission of use cases.


Section 4. Questions in relation to the interplay between incident reporting for high-risk systems pursuant to Annex I with other incident reporting obligations:
[image: ]	This section includes questions regarding the interplay with other sectoral legislation; It also allows for the submission of use cases.

Section 5. Question in relation to the incident reporting template:

[image: ]	This section allows for recommendations regarding the template.


All contributions to this consultation may be made publicly available. Therefore, please do not share any personal or confidential information in your contribution. It is your responsibility to avoid including personal data in your contribution itself (any reference in your contribution itself that would reveal your identity including together with the organisation you represent).

The AI Office will publish a summary of the results of the consultation. Results will be based on aggregated data and respondents will not be directly quoted in the summary.

[1] 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) (OJ L, 2024/1689).
[2] Article 1(1) AI Act.


Information about the respondent


· First name


· Surname

· Email address

· Do you represent an organisation (e.g., think tank or civil society/consumer organisation) or act in your personal capacity (e.g., independent expert or from a downstream provider)?
[image: ] Organisation
[image: ] In a personal capacity


· Name of the organisation

· Type of organisation

[image: ] Think tank [image: ] University
[image: ] Research Institute
[image: ] Civil society organisation/association [image: ] Consumer organisation
[image: ] Company [image: ] Association [image: ] Other

· Is a representation of the organisation located in the EU?
[image: ] The organisation's headquarter is located in the EU
[image: ] A branch office, or any representation of the organisation is located in the EU [image: ] None of the representations of the organisation is located in the EU

· Select the EU member state where the organisation's headquarter, or representation is located
[image: ] AT - Austria [image: ] BE - Belgium [image: ] BG - Bulgaria [image: ] HR - Croatia [image: ] CY - Cyprus [image: ] CZ - Czechia [image: ] DK - Denmark [image: ] EE - Estonia [image: ] FI - Finland
[image: ] FR - France [image: ] DE - Germany [image: ] EL - Greece [image: ] HU - Hungary [image: ] IE - Ireland
[image: ] IT - Italy [image: ] LV - Latvia
[image: ] LT - Lithuania
[image: ] LU - Luxembourg [image: ] MT - Malta
[image: ] NL - Netherlands [image: ] PL - Poland
[image: ] PT - Portugal [image: ] RO - Romania
[image: ] SK - Slovak Republic [image: ] SI - Slovenia
[image: ] ES - Spain [image: ] SE - Sweden

· Select the country where the organisation's headquarter is located
[image: ] AF - Afghanistan [image: ] AL - Albania
[image: ] DZ - Algeria [image: ] AD - Andorra [image: ] AO - Angola
[image: ] AG - Antigua and Barbuda [image: ] AR - Argentina
[image: ] AM - Armenia [image: ] AU - Australia [image: ] AT - Austria
[image: ] AZ - Azerbaijan [image: ] BS - Bahamas [image: ] BH - Bahrain
[image: ] BD - Bangladesh [image: ] BB - Barbados [image: ] BY - Belarus
[image: ] BE - Belgium [image: ] BZ - Belize [image: ] BJ - Benin [image: ] BT - Bhutan [image: ] BO - Bolivia
[image: ] BA - Bosnia and Herzegovina [image: ] BW - Botswana
[image: ] BR - Brazil
[image: ] BN - Brunei Darussalam [image: ] BG - Bulgaria
[image: ] BF - Burkina Faso [image: ] BI - Burundi
[image: ] CV - Cabo Verde [image: ] KH - Cambodia [image: ] CM - Cameroon [image: ] CA - Canada
[image: ] CF - Central African Republic [image: ] TD - Chad
[image: ] CL - Chile [image: ] CN - China
[image: ] CO - Colombia [image: ] KM - Comoros [image: ] CG - Congo
[image: ] CR - Costa Rica [image: ] CI - Côte D'Ivoire

[image: ] HR - Croatia [image: ] CU - Cuba [image: ] CY - Cyprus [image: ] CZ - Czechia
[image: ] CD - Democratic Republic of the Congo [image: ] DK - Denmark
[image: ] DJ - Djibouti [image: ] DM - Dominica
[image: ] DO - Dominican Republic [image: ] EC - Ecuador
[image: ] EG - Egypt
[image: ] SV - El Salvador
[image: ] GQ - Equatorial Guinea [image: ] ER - Eritrea
[image: ] EE - Estonia [image: ] SZ - Eswatini [image: ] ET - Ethiopia [image: ] FJ - Fiji
[image: ] FI - Finland [image: ] FR - France [image: ] GA - Gabon [image: ] GM - Gambia [image: ] GE - Georgia
[image: ] DE - Germany [image: ] GH - Ghana [image: ] GR - Greece [image: ] GD - Grenada
[image: ] GT - Guatemala [image: ] GN - Guinea
[image: ] GW - Guinea Bissau [image: ] GY - Guyana
[image: ] HT - Haiti
[image: ] HN - Honduras [image: ] HU - Hungary [image: ] IS - Iceland
[image: ] IN - India
[image: ] ID - Indonesia [image: ] IR - Iran
[image: ] IQ - Iraq [image: ] IE - Ireland [image: ] IL - Israel [image: ] IT - Italy

[image: ] JM - Jamaica [image: ] JP - Japan
[image: ] JO - Jordan
[image: ] KZ - Kazakhstan [image: ] KE - Kenya
[image: ] KI - Kiribati [image: ] KW - Kuwait
[image: ] KG - Kyrgyzstan [image: ] LA - Laos
[image: ] LV - Latvia
[image: ] LB - Lebanon [image: ] LS - Lesotho [image: ] LR - Liberia [image: ] LY - Libya
[image: ] LI - Liechtenstein [image: ] LT - Lithuania
[image: ] LU - Luxembourg [image: ] MG - Madagascar [image: ] MW - Malawi
[image: ] MY - Malaysia [image: ] MV - Maldives [image: ] ML - Mali
[image: ] MT - Malta
[image: ] MH - Marshall Islands [image: ] MR - Mauritania
[image: ] MU - Mauritius [image: ] MX - Mexico
[image: ] FM - Micronesia [image: ] MC - Monaco [image: ] MN - Mongolia
[image: ] ME - Montenegro [image: ] MA - Morocco
[image: ] MZ - Mozambique [image: ] MM - Myanmar
[image: ] NA - Namibia [image: ] NR - Nauru [image: ] NP - Nepal
[image: ] NL - Netherlands [image: ] NZ - New Zealand [image: ] NI - Nicaragua
[image: ] NE - Niger [image: ] NG - Nigeria

[image: ] KP - North Korea
[image: ] MK - North Macedonia [image: ] NO - Norway
[image: ] OM - Oman [image: ] PK - Pakistan [image: ] PW - Palau [image: ] PA - Panama
[image: ] PG - Papua New Guinea [image: ] PY - Paraguay
[image: ] PE - Peru
[image: ] PH - Philippines [image: ] PL - Poland
[image: ] PT - Portugal [image: ] QA - Qatar
[image: ] MD - Republic of Moldova [image: ] RO - Romania
[image: ] RU - Russian Federation [image: ] RW - Rwanda
[image: ] KN - Saint Kitts and Nevis [image: ] LC - Saint Lucia
[image: ] VC - Saint Vincent and the Grenadines [image: ] WS - Samoa
[image: ] SM - San Marino
[image: ] ST - Sao Tome and Principe [image: ] SA - Saudi Arabia
[image: ] SN - Senegal [image: ] RS - Serbia
[image: ] SC - Seychelles [image: ] SL - Sierra Leone [image: ] SG - Singapore [image: ] SK - Slovakia
[image: ] SI - Slovenia
[image: ] SB - Solomon Islands [image: ] SO - Somalia
[image: ] ZA - South Africa [image: ] KR - South Korea [image: ] SS - South Sudan [image: ] ES - Spain
[image: ] LK - Sri Lanka [image: ] SD - Sudan
[image: ] SR - Suriname [image: ] SE - Sweden

[image: ] CH - Switzerland
[image: ] SY - Syrian Arab Republic [image: ] TJ - Tajikistan
[image: ] TZ - Tanzania [image: ] TH - Thailand
[image: ] TL - Timor-Leste [image: ] TG - Togo
[image: ] TO - Tonga
[image: ] TT - Trinidad and Tobago [image: ] TN - Tunisia
[image: ] TR - Turkey
[image: ] TM - Turkmenistan [image: ] TV - Tuvalu
[image: ] UG - Uganda [image: ] UA - Ukraine
[image: ] AE - United Arab Emirates [image: ] GB - United Kingdom
[image: ] US - United States of America [image: ] UY - Uruguay
[image: ] UZ - Uzbekistan [image: ] VU - Vanuatu
[image: ] ID13 - Vatican City [image: ] VE - Venezuela
[image: ] VN - Viet Nam [image: ] YE - Yemen [image: ] ZM - Zambia
[image: ] ZW - Zimbabwe


* Select the size of the organisation
[image: ] Micro (0-9 employees)
[image: ] Small (10-49 employees)
[image: ] Medium (50-249 employees)
[image: ] Small Mid-Cap (250-499 employees) [image: ] Large (500 or more employees)
[image: ] Othe (e.g. multiple organisations)


* Select your country of residence
[image: ] AF - Afghanistan [image: ] AL - Albania
[image: ] DZ - Algeria [image: ] AD - Andorra [image: ] AO - Angola

[image: ] AG - Antigua and Barbuda [image: ] AR - Argentina
[image: ] AM - Armenia [image: ] AU - Australia [image: ] AT - Austria
[image: ] AZ - Azerbaijan [image: ] BS - Bahamas [image: ] BH - Bahrain
[image: ] BD - Bangladesh [image: ] BB - Barbados [image: ] BY - Belarus
[image: ] BE - Belgium [image: ] BZ - Belize [image: ] BJ - Benin [image: ] BT - Bhutan [image: ] BO - Bolivia
[image: ] BA - Bosnia and Herzegovina [image: ] BW - Botswana
[image: ] BR - Brazil
[image: ] BN - Brunei Darussalam [image: ] BG - Bulgaria
[image: ] BF - Burkina Faso [image: ] BI - Burundi
[image: ] CV - Cabo Verde [image: ] KH - Cambodia [image: ] CM - Cameroon [image: ] CA - Canada
[image: ] CF - Central African Republic [image: ] TD - Chad
[image: ] CL - Chile [image: ] CN - China
[image: ] CO - Colombia [image: ] KM - Comoros [image: ] CG - Congo
[image: ] CR - Costa Rica [image: ] CI - Côte D'Ivoire [image: ] HR - Croatia
[image: ] CU - Cuba [image: ] CY - Cyprus [image: ] CZ - Czechia
[image: ] CD - Democratic Republic of the Congo [image: ] DK - Denmark

[image: ] DJ - Djibouti [image: ] DM - Dominica
[image: ] DO - Dominican Republic [image: ] EC - Ecuador
[image: ] EG - Egypt
[image: ] SV - El Salvador
[image: ] GQ - Equatorial Guinea [image: ] ER - Eritrea
[image: ] EE - Estonia [image: ] SZ - Eswatini [image: ] ET - Ethiopia [image: ] FJ - Fiji
[image: ] FI - Finland [image: ] FR - France [image: ] GA - Gabon [image: ] GM - Gambia [image: ] GE - Georgia
[image: ] DE - Germany [image: ] GH - Ghana [image: ] GR - Greece [image: ] GD - Grenada
[image: ] GT - Guatemala [image: ] GN - Guinea
[image: ] GW - Guinea Bissau [image: ] GY - Guyana
[image: ] HT - Haiti
[image: ] HN - Honduras [image: ] HU - Hungary [image: ] IS - Iceland
[image: ] IN - India
[image: ] ID - Indonesia [image: ] IR - Iran
[image: ] IQ - Iraq [image: ] IE - Ireland [image: ] IL - Israel [image: ] IT - Italy
[image: ] JM - Jamaica [image: ] JP - Japan
[image: ] JO - Jordan
[image: ] KZ - Kazakhstan [image: ] KE - Kenya
[image: ] KI - Kiribati

[image: ] KW - Kuwait
[image: ] KG - Kyrgyzstan [image: ] LA - Laos
[image: ] LV - Latvia
[image: ] LB - Lebanon [image: ] LS - Lesotho [image: ] LR - Liberia [image: ] LY - Libya
[image: ] LI - Liechtenstein [image: ] LT - Lithuania
[image: ] LU - Luxembourg [image: ] MG - Madagascar [image: ] MW - Malawi
[image: ] MY - Malaysia [image: ] MV - Maldives [image: ] ML - Mali
[image: ] MT - Malta
[image: ] MH - Marshall Islands [image: ] MR - Mauritania
[image: ] MU - Mauritius [image: ] MX - Mexico
[image: ] FM - Micronesia [image: ] MC - Monaco [image: ] MN - Mongolia
[image: ] ME - Montenegro [image: ] MA - Morocco
[image: ] MZ - Mozambique [image: ] MM - Myanmar
[image: ] NA - Namibia [image: ] NR - Nauru [image: ] NP - Nepal
[image: ] NL - Netherlands [image: ] NZ - New Zealand [image: ] NI - Nicaragua
[image: ] NE - Niger [image: ] NG - Nigeria
[image: ] KP - North Korea
[image: ] MK - North Macedonia [image: ] NO - Norway
[image: ] OM - Oman [image: ] PK - Pakistan [image: ] PW - Palau

[image: ] PA - Panama
[image: ] PG - Papua New Guinea [image: ] PY - Paraguay
[image: ] PE - Peru
[image: ] PH - Philippines [image: ] PL - Poland
[image: ] PT - Portugal [image: ] QA - Qatar
[image: ] MD - Republic of Moldova [image: ] RO - Romania
[image: ] RU - Russian Federation [image: ] RW - Rwanda
[image: ] KN - Saint Kitts and Nevis [image: ] LC - Saint Lucia
[image: ] VC - Saint Vincent and the Grenadines [image: ] WS - Samoa
[image: ] SM - San Marino
[image: ] ST - Sao Tome and Principe [image: ] SA - Saudi Arabia
[image: ] SN - Senegal [image: ] RS - Serbia
[image: ] SC - Seychelles [image: ] SL - Sierra Leone [image: ] SG - Singapore [image: ] SK - Slovakia
[image: ] SI - Slovenia
[image: ] SB - Solomon Islands [image: ] SO - Somalia
[image: ] ZA - South Africa [image: ] KR - South Korea [image: ] SS - South Sudan [image: ] ES - Spain
[image: ] LK - Sri Lanka [image: ] SD - Sudan
[image: ] SR - Suriname [image: ] SE - Sweden
[image: ] CH - Switzerland
[image: ] SY - Syrian Arab Republic [image: ] TJ - Tajikistan
[image: ] TZ - Tanzania [image: ] TH - Thailand
[image: ] TL - Timor-Leste

[image: ] TG - Togo [image: ] TO - Tonga
[image: ] TT - Trinidad and Tobago [image: ] TN - Tunisia
[image: ] TR - Türkiye
[image: ] TM - Turkmenistan [image: ] TV - Tuvalu
[image: ] UG - Uganda [image: ] UA - Ukraine
[image: ] AE - United Arab Emirates [image: ] GB - United Kingdom
[image: ] US - United States of America [image: ] UY - Uruguay
[image: ] UZ - Uzbekistan [image: ] VU - Vanuatu
[image: ] VE - Venezuela [image: ] VN - Viet Nam [image: ] YE - Yemen
[image: ] ZM - Zambia
[image: ] ZW - Zimbabwe


* Which stakeholder category would you consider yourself in? If more than one category is applicable, please select the category that is best applicable in your situation / from the capacity you are responding.
[image: ] Deployer of an AI system [image: ] Provider of an AI system [image: ] Other operators
[image: ] Other independent expert or organisation with relevant expertise [image: ] Civil society organisation
[image: ] Supervisory authority [image: ] Business association [image: ] Academia
[image: ] Other


· Please, specify

· Sector(s) of activity
[image: ] Information technology	[image: ] Employment	[image: ] Transport
[image: ] Public administration	[image: ] Education and training [image: ] Telecommunications
[image: ] Law enforcement	[image: ] Consumer services	[image: ] Retail
[image: ] Justice sector	[image: ] Business services	[image: ] E-commerce
[image: ] Legal services sector	[image: ] Banking and finances [image: ] Advertising

[image: ] Cultural and creative sector, including media [image: ] Manufacturing	[image: ] Consumer protection [image: ] Healthcare	[image: ] Energy	[image: ] Others

· Please, specify
30 character(s) maximum


· Describe the activities of your organisation or yourself
1300 character(s) maximum



· Do you agree that we may publish your identity together with your contribution in the instance that all contributions are made publicly available?
If you act in your personal capacity: All contributions to this consultation may be made publicly available. You can choose whether you would like your details to be made public or to remain anonymous. The type of respondent that you responded to this consultation as, your answer regarding residence, and your contribution may be published as received. Your name will not be published. Please do not include any personal data in the contribution itself.
If you represent one or more organisations: All contributions to this consultation may be made publicly available. You can choose whether you would like respondent details to be made public or to remain anonymous. Only organisation details may be published: The type of respondent that you responded to this consultation as, the name of the organisation on whose behalf you reply as well as its size, its presence in or outside the EU and your contribution may be published as received. Your name will not be published. Please do not include any personal data in the contribution itself if you want to remain anonymous.
[image: ] Yes [image: ] No

· Do you agree that we may contact you in the event of follow-up questions or if we want to learn more about your responses?
[image: ] Yes [image: ] No

[image: ] I acknowledge the attached privacy statement.

Privacy_Statement_2025-08-25.pdf


· On which part(s) of the public consultation are you interested to contribute to? Multiple answers are possible. Please note that selecting a particular answer will direct you to a set of questions specifically related to subject specified.
[image: ] Questions in relation to relevant definitions as provided by the AI Act. (Section 1)

[image: ] Question in relation to practical examples (use cases). (Section 2)
[image: ] Questions in relation to the interplay between incident reporting for high-risk systems pursuant to Annex III
with other incident reporting obligations. (Section 3)
[image: ] Questions in relation to the interplay between incident reporting for high-risk systems pursuant to Annex I with other incident reporting obligations. (Section 4)
[image: ] Question in relation to the incident reporting template. (Section 5)

Section 1. Questions in relation to relevant definitions as provided by the AI Act

Article 73(1) AI Act mandates that providers of high-risk AI Systems need to report any serious incident to the market surveillance authorities of the Member States where that incident occurred.
The AI Act defines a serious incident in Article 3(49) AI Act as “an incident or malfunctioning of an AI system that directly or indirectly leads to any of the following: (a) the death of a person, or serious harm to a person’s health; (b) a serious and irreversible disruption of the management or operation of critical infrastructure; (c) the infringement of obligations under Union law intended to protect fundamental rights; (d) serious harm to property or the environment;”
For further clarification the guidance already provides examples for incidents or malfunctions in paragraph 12.

Question 1. Do you agree with the examples provided by the guidance?
[image: ] Yes [image: ] No

· Explain why you disagree with the provided examples.
500 character(s) maximum


Question 2. Provide further examples for an incident or malfunctioning.
1500 character(s) maximum


Article 3(49)(a) AI Act lists the death of a person, or serious harm to a person’s health as one of the (alternative) conditions for a serious incident. The guidance provides a list of examples for serious harm to a person’s health in paragraph 15.

Question 3. Do you agree with the examples provided by the guidance?
[image: ] Yes [image: ] No

· Explain why you disagree with the provided examples.
500 character(s) maximum


Question 4. Do you consider it necessary to include further examples in the list?
[image: ] Yes [image: ] No

· Describe further examples and explain why it would be useful to add them to the existing list.
1500 character(s) maximum


Article 3(49)(b) AI Act lists a serious and irreversible disruption of the management or operation of critical infrastructure as one of the (alternative) conditions for a serious incident. The guidance provides examples to determine whether a disruption is to be considered serious in paragraph 19.

Question 5. Do you agree with the examples provided by the guidance?
[image: ] Yes [image: ] No

· Explain why you disagree with the provided examples.
500 character(s) maximum


Question 6. Do you consider it necessary to include further examples in the list?
[image: ] Yes [image: ] No

· Describe further examples and explain why it would be useful to add them to the existing list.
1500 character(s) maximum


The guidance also provides examples of factors to consider when evaluating whether a disruption qualifies as irreversible in paragraph 21.

Question 7. Do you agree with the examples provided by the guidance?
[image: ] Yes [image: ] No

· Explain why you disagree with the provided examples.
500 character(s) maximum


Question 8. Do you consider it necessary to include further examples in the list?
[image: ] Yes [image: ] No

· Describe further examples and explain why it would be useful to add them to the existing list.
1500 character(s) maximum


Article 3(49)(c) AI Act lists the infringement of obligations under Union law intended to protect fundamental rights as one of the (alternative) conditions for a serious incident. The guidance provides examples for serious infringements on fundamental rights in paragraph 26.

Question 9. Do you agree with the examples provided by the guidance?
[image: ] Yes [image: ] No

· Explain why you disagree with the provided examples.
500 character(s) maximum


Question 10. Provide one or several examples for an infringement that significantly interferes with Charter- protected rights on a large scale.
1500 character(s) maximum


Question 11. Provide one or several examples for an infringement that does not significantly interfere with Charter-protected rights on a large scale.
1500 character(s) maximum


Article 3(49)(d) AI Act lists serious harm to property or the environment as one of the (alternative) conditions for a serious incident. The guidance provides parameters to determine whether harm to property is serious in paragraph 27.

Question 12. Do you agree with the parameters provided by the guidance?

[image: ] Yes [image: ] No

· Explain why you disagree with the provided parameters.
500 character(s) maximum


Question 13. Do you consider it necessary to include further parameters in the list?
[image: ] Yes [image: ] No

· Describe one or several parameters and explain why it would be useful to add them to the existing list.
500 character(s) maximum


The guidance also provides examples for serious harm to the environment in paragraph 30.


Question 14. Do you agree with the examples provided by the guidance?
[image: ] Yes [image: ] No

· Explain why you disagree with the provided examples.
500 character(s) maximum


Question 15. Provide further examples for serious harm to the environment.
500 character(s) maximum


Article 73(2) AI Act mandates that the reporting needs to be made immediately after the provider has established a causal link between the AI system and the serious incident or the reasonable likelihood of such a link, but not later than 15 days after the provider becomes aware of the serious incident. The incident or malfunction is causal if, without it, the harm in its concrete form would not have occurred (or reasonably likely respectively more probable not to have occurred). The causation can also be indirect, i.e. secondary effects. The guidance provides examples of indirect causation in paragraph 13.

Question 16. Do you agree with the examples provided by the guidance?
[image: ] Yes [image: ] No

· Explain why you disagree with the provided examples.
500 character(s) maximum


Question 17. Do you consider it necessary to include other examples in the list?
[image: ] Yes [image: ] No

· Describe other examples and explain why it would be useful to add them to the existing list.
1500 character(s) maximum


Article 73 (3) AI Act requires instant incident reporting in case of a serious incident that also constitutes a widespread infringement. The term widespread infringement is defined in Art. 3 (61) AI Act as “any act or omission contrary to Union law protecting the interest of individuals, which: (a) […]; (b) has caused, causes or is likely to cause harm to the collective interests of individuals and has common features, including the same unlawful practice or the same interest being infringed, and is occurring concurrently, committed by the same operator, in at least three Member States;”
The definition refers to interest (that is protected under Union law) that is shared by a group of people, rather than just one individual. These collective interests may conflict with individual preferences.
The guidance provides examples for widespread harm to the “collective interest of individuals” in paragraph 35.

Question 18. Do you agree with the examples provided by the guidance?
[image: ] Yes [image: ] No

· Explain why you disagree with the provided examples.
500 character(s) maximum


Question 19. Provide further examples for widespread harm to the “collective interest of individuals”.
1500 character(s) maximum


Article 73(6) AI Act mandates that the provider “shall not perform any investigation which involves altering the AI system concerned in a way which may affect any subsequent evaluation of the causes of the incident,

prior to informing the competent authorities of such action”. Any change that could negatively affect the assessment or other measures under Article 19 of regulation (EU) 2019/1029 should be considered an alteration that is subject to the notification requirements of Article 73(6) AI Act.
The guidance provides factors/indications to be considered in the assessment whether such an alteration has occurred in paragraph 43.

Question 20. Do you agree with the indications provided by the guidance?
[image: ] Yes [image: ] No

· Explain why you disagree with the provided examples.
500 character(s) maximum


Question 21. Provide further indications for assessing whether an alteration has occurred.
1500 character(s) maximum


Article 73(6) AI Act also mandates that the provider has to cooperate with the competent authorities, and where relevant with the notified body concerned during the investigations. The guidance provides a list of examples of cooperation in paragraph 45.

Question 22. Do you agree with the examples provided by the guidance?
[image: ] Yes [image: ] No

· Explain why you disagree with the provided examples.
500 character(s) maximum


Question 23. Provide further examples for cooperation.
600 character(s) maximum


Question 24. Provide factors to determine when cooperation with the notified body is relevant.
600 character(s) maximum


Where deployers have identified a serious incident, they shall immediately inform the provider, and then the importer or distributor as well as the relevant market authorities (Article 26(5) AI Act). Immediately should be understood as within 24 hours. If the deployer is not able to reach the provider, the provider obligations apply mutatis mutandis to the deployer. The guidance provides an example in which the deployer is considered to not be able to reach the deployer in paragraph 48.

Question 25. Do you agree with the example provided by the guidance?
[image: ] Yes [image: ] No

· Explain why you disagree with the provided example.
500 character(s) maximum


Question 26. Provide further examples for situations in which the deployer should be considered not able to reach the deployer.
500 character(s) maximum


Section 2. Question in relation to practical examples (use cases)


This section provides the possibility to provide further use cases for clarification in the guidance. The cases should fulfil one of the following criteria: (1) provide an illustrative example of an incident that does or does not fall under the incident reporting obligations, (2) presents a difficult borderline case that from your assessment is not sufficiently clarified from the current guidance, (3) indicates the need for further clarification beyond the current scope of the guidance. You can provide up to five answers.

Question 27.

	
	Provide the paragraph(s) in the guidance the use case relates to (if
applicable).
	
Describe your use case.
	Describe why you consider this use case
helpful.

	
1
	
50 character(s) maximum
	1000 character(s)
maximum
	
1000 character(s) maximum

	
2
	
50 character(s) maximum
	1000 character(s)
maximum
	
1000 character(s) maximum

	
3
	
50 character(s) maximum
	1000 character(s)
maximum
	
1000 character(s) maximum

	
4
	
50 character(s) maximum
	1000 character(s)
maximum
	
1000 character(s) maximum

	
5
	
50 character(s) maximum
	1000 character(s)
maximum
	
1000 character(s) maximum
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Section 3. Questions on horizontal aspects of the high-risk classification


The same incident can produce the need for incident reporting obligations not only under the AI Act, but also for example under Data Protection law, Cybersecurity law or Sectoral legislation.
Following Article 73(9) AI Act, when it comes to high-risk AI systems listed in Annex III that are subject to Union legislative instruments laying down reporting obligations equivalent to those set out in the AI Act, the notification of serious incidents shall be limited to incidents referred to in Art. 3(49)(c) AI Act, i.e. fundamental rights.
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Question 28.

	
	Legislation that requires to report incidents that
could involve a high-risk system pursuant to Annex III of the AI Act
	Do you consider this obligation equivalent to the incident reporting obligation
under Art. 73 AI Act, thus reducing the obligation to report to infringements on fundamental rights?
	
Motivate your answer.

	
1
	
Art. 15 CER – Directive (EU) 2022/2557
	[image: ] always
[image: ] sometimes [image: ] never
	
2000 character(s) maximum

	
2
	
Art. 19 DORA – Regulation (EU) 2022/2554
	[image: ] always
[image: ] sometimes [image: ] never
	
2000 character(s) maximum

	
3
	
Art. 33 GDPR – Regulation (EU) 2016/679
	[image: ] always
[image: ] sometimes [image: ] never
	
2000 character(s) maximum

	
4
	
Art. 23 NIS 2 – Directive (EU) 2022/2555
	[image: ] always
[image: ] sometimes [image: ] never
	
2000 character(s) maximum

	
5
	
Art. 14 CRA – Regulation (EU) 2024/2847
	[image: ] always
[image: ] sometimes [image: ] never
	
2000 character(s) maximum

	
6
	Other (please fill in)
100 character(s) maximum
	[image: ] always
[image: ] sometimes [image: ] never
	
2000 character(s) maximum

	
7
	Other (please fill in)
100 character(s) maximum
	[image: ] always
[image: ] sometimes [image: ] never
	
2000 character(s) maximum
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The guidance provides examples for serious incidents that required a report pursuant to CER in paragraph 58 and 59 and therefore do not require a report under Art. 73 except for incidents referred to in Art. 3(49)(c) AI Act, i.e. fundamental rights.

Question 29. Do you agree with the examples provided by the guidance?
[image: ] Yes [image: ] No

· Explain why you disagree with the provided examples.
500 character(s) maximum


Question 30. Do you consider it necessary to include other examples in the list?
[image: ] Yes [image: ] No

· Describe other examples and explain why it would be useful to add them to the existing list.
2000 character(s) maximum


The guidance provides examples for serious incidents that require a report pursuant to DORA in paragraph 62 and 63 and therefore do not require a report under Art. 73 except for incidents referred to in Art. 3(49)(c) AI Act, i.e. fundamental rights.

Question 31. Do you agree with the examples provided by the guidance?
[image: ] Yes [image: ] No

· Explain why you disagree with the provided examples.
500 character(s) maximum


Question 32. Do you consider it necessary to include other examples in the list?
[image: ] Yes [image: ] No

· Describe other examples and explain why it would be useful to add them to the existing list.
1500 character(s) maximum
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The Commission plans to further specify the interplay in situations where incident reporting obligations overlap with the GDPR, the NIS2 Directive or the CRA. Please provide examples which (1) are covered under Art. 73 of the AI Act and (2) also covered under at least one of the following: GDPR, NIS2 Directive, or the CRA. You can provide up to five use cases.

Question 33.

	
	Provide a use case.
	Under which legislation(s) do you need to report the incident other than the AI Act?
	Explain your assessment.

	


1
	


2000 character(s) maximum
	[image: ]	GDPR [image: ]	NIS2 [image: ]	CRA [image: ]	CER [image: ]	DORA
	


2000 character(s) maximum

	


2
	


2000 character(s) maximum
	[image: ]	GDPR [image: ]	NIS2 [image: ]	CRA [image: ]	CER [image: ]	DORA
	


2000 character(s) maximum

	


3
	


2000 character(s) maximum
	[image: ]	GDPR [image: ]	NIS2 [image: ]	CRA [image: ]	CER [image: ]	DORA
	


2000 character(s) maximum

	


4
	


2000 character(s) maximum
	[image: ]	GDPR [image: ]	NIS2 [image: ]	CRA [image: ]	CER [image: ]	DORA
	


2000 character(s) maximum

	


5
	


2000 character(s) maximum
	[image: ]	GDPR [image: ]	NIS2 [image: ]	CRA [image: ]	CER [image: ]	DORA
	


2000 character(s) maximum






28


The incident reporting obligations in the AI Act can also overlap with other (sectoral) incident reporting obligations. The commission plans to further specify the interplay.
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Question 34.

	
	Name the sectoral legislation and the
exact article that mandates reporting
	Provide an example of an incident that would lead to reporting
obligations under both the AIA and the sectoral legislation.
	Under which point(s) of Annex III of the AI
Act would that system be covered?
	Do you consider this obligation equivalent to the incident reporting obligation under Art. 73 AI
Act, thus reducing the obligation to report to infringements on fundamental rights?
	
Motivate your answer.

	

















1
	

















100 character(s) maximum
	

















2000 character(s) maximum
	[image: ]	Point (1)(a)
[image: ]	Point (1)(b)
[image: ]	Point (1)(c) [image: ]	Point (2) [image: ]	Point (3)(a)
[image: ]	Point (3)(b)
[image: ]	Point (3)(c)
[image: ]	Point (3)(d)
[image: ]	Point (4)(a)
[image: ]	Point (4)(b)
[image: ]	Point (5)(a)
[image: ]	Point (5)(b)
[image: ]	Point (5)(c)
[image: ]	Point (5)(d)
[image: ]	Point (6)(a)
[image: ]	Point (6)(b)
[image: ]	Point (6)(c)
[image: ]	Point (6)(d)
[image: ]	Point (6)(e)
[image: ]	Point (7)(a)
[image: ]	Point (7)(b)
[image: ]	Point (7)(c)
[image: ]	Point (7)(d)
[image: ]	Point (8)(a)
[image: ]	Point (8)(b)
	















[image: ] always
[image: ] sometimes [image: ] never
	
















2000 character(s) maximum

	
	
	
	[image: ]	Point (1)(a)
[image: ]	Point (1)(b)
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2
	













100 character(s) maximum
	













2000 character(s) maximum
	[image: ]	Point (1)(c) [image: ]	Point (2) [image: ]	Point (3)(a)
[image: ]	Point (3)(b)
[image: ]	Point (3)(c)
[image: ]	Point (3)(d)
[image: ]	Point (4)(a)
[image: ]	Point (4)(b)
[image: ]	Point (5)(a)
[image: ]	Point (5)(b)
[image: ]	Point (5)(c)
[image: ]	Point (5)(d)
[image: ]	Point (6)(a)
[image: ]	Point (6)(b)
[image: ]	Point (6)(c)
[image: ]	Point (6)(d)
[image: ]	Point (6)(e)
[image: ]	Point (7)(a)
[image: ]	Point (7)(b)
[image: ]	Point (7)(c)
[image: ]	Point (7)(d)
[image: ]	Point (8)(a)
[image: ]	Point (8)(b)
	











[image: ] always
[image: ] sometimes [image: ] never
	













2000 character(s) maximum

	
	
	
	[image: ]	Point (1)(a)
[image: ]	Point (1)(b)
[image: ]	Point (1)(c) [image: ]	Point (2) [image: ]	Point (3)(a)
[image: ]	Point (3)(b)
[image: ]	Point (3)(c)
[image: ]	Point (3)(d)
	
	



	




3
	




100 character(s) maximum
	




2000 character(s) maximum
	[image: ]	Point (4)(a)
[image: ]	Point (4)(b)
[image: ]	Point (5)(a)
[image: ]	Point (5)(b)
[image: ]	Point (5)(c)
[image: ]	Point (5)(d)
[image: ]	Point (6)(a)
[image: ]	Point (6)(b)
[image: ]	Point (6)(c)
[image: ]	Point (6)(d)
[image: ]	Point (6)(e)
[image: ]	Point (7)(a)
[image: ]	Point (7)(b)
[image: ]	Point (7)(c)
[image: ]	Point (7)(d)
[image: ]	Point (8)(a)
[image: ]	Point (8)(b)
	



[image: ] always
[image: ] sometimes [image: ] never
	



2000 character(s) maximum

	

















4
	

















100 character(s) maximum
	

















2000 character(s) maximum
	[image: ]	Point (1)(a)
[image: ]	Point (1)(b)
[image: ]	Point (1)(c) [image: ]	Point (2) [image: ]	Point (3)(a)
[image: ]	Point (3)(b)
[image: ]	Point (3)(c)
[image: ]	Point (3)(d)
[image: ]	Point (4)(a)
[image: ]	Point (4)(b)
[image: ]	Point (5)(a)
[image: ]	Point (5)(b)
[image: ]	Point (5)(c)
[image: ]	Point (5)(d)
	
















[image: ] always
[image: ] sometimes [image: ] never
	

















2000 character(s) maximum



	
	
	
	[image: ]	Point (6)(a)
[image: ]	Point (6)(b)
[image: ]	Point (6)(c)
[image: ]	Point (6)(d)
[image: ]	Point (6)(e)
[image: ]	Point (7)(a)
[image: ]	Point (7)(b)
[image: ]	Point (7)(c)
[image: ]	Point (7)(d)
[image: ]	Point (8)(a)
[image: ]	Point (8)(b)
	
	

	

















5
	

















100 character(s) maximum
	

















2000 character(s) maximum
	[image: ]	Point (1)(a)
[image: ]	Point (1)(b)
[image: ]	Point (1)(c) [image: ]	Point (2) [image: ]	Point (3)(a)
[image: ]	Point (3)(b)
[image: ]	Point (3)(c)
[image: ]	Point (3)(d)
[image: ]	Point (4)(a)
[image: ]	Point (4)(b)
[image: ]	Point (5)(a)
[image: ]	Point (5)(b)
[image: ]	Point (5)(c)
[image: ]	Point (5)(d)
[image: ]	Point (6)(a)
[image: ]	Point (6)(b)
[image: ]	Point (6)(c)
[image: ]	Point (6)(d)
[image: ]	Point (6)(e)
[image: ]	Point (7)(a)
	
















[image: ] always
[image: ] sometimes [image: ] never
	

















2000 character(s) maximum




	
	
	
	[image: ]	Point (7)(b)
[image: ]	Point (7)(c)
[image: ]	Point (7)(d)
[image: ]	Point (8)(a)
[image: ]	Point (8)(b)
	
	



Question 35. Provide examples of technical measures or additional guidance initiatives that you believe might be helpful for you or the organisation that you represent in addressing concurrent incident reporting obligations under Union legislative instruments.
500 character(s) maximum


Section 4. Questions in relation to the interplay between incident reporting for high-risk systems pursuant to Annex I with other incident reporting obligations

For high-risk AI systems which are safety components of medical devices, or are themselves medical devices, the notification of serious incidents shall be limited to infringements of obligations under Union law intended to protect fundamental rights, and shall be made to the national competent authority chosen for that purpose by the Member States where the incident occurred (Article 73 (10) AI Act).

Question 36. Provide examples for incidents that include safety components of medical devices, or medical devices, covered by the MDR and IVDR so the reporting of serious incidents is limited to fundamental rights (Article 3 (49) (c) AI Act).
1000 character(s) maximum


The incident reporting obligations in the AI Act can also overlap with other (sectoral) incident reporting obligations. The commission plans to further specify the interplay.
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Question 37.

	
	Name the sectoral legislation and the
exact article that mandates reporting.
	Provide an example of an incident that would lead to reporting
obligations under both the AIA and the sectoral legislation.
	Under which point of Annex I of the AI
Act would that system be covered?
	Do you consider this obligation equivalent to the incident reporting obligation under Art. 73 AI
Act, thus reducing the obligation to report to infringements on fundamental rights?
	
Motivate your answer.

	







1
	







100 character(s) maximum
	







2000 character(s) maximum
	[image: ] Point 1
[image: ] Point 2
[image: ] Point 3
[image: ] Point 4
[image: ] Point 5
[image: ] Point 6
[image: ] Point 7
[image: ] Point 8
[image: ] Point 9
[image: ] Point 10
[image: ] Point 11
[image: ] Point 12
	





[image: ] always
[image: ] sometimes [image: ] never
	






2000 character(s) maximum

	







2
	







100 character(s) maximum
	







2000 character(s) maximum
	[image: ] Point 1
[image: ] Point 2
[image: ] Point 3
[image: ] Point 4
[image: ] Point 5
[image: ] Point 6
[image: ] Point 7
[image: ] Point 8
[image: ] Point 9
[image: ] Point 10
[image: ] Point 11
[image: ] Point 12
	





[image: ] always
[image: ] sometimes [image: ] never
	






2000 character(s) maximum

	
	
	
	[image: ] Point 1
[image: ] Point 2
[image: ] Point 3
	
	



36

	


3
	


100 character(s) maximum
	


2000 character(s) maximum
	[image: ] Point 4
[image: ] Point 5
[image: ] Point 6
[image: ] Point 7
[image: ] Point 8
[image: ] Point 9
[image: ] Point 10
[image: ] Point 11
[image: ] Point 12
	

[image: ] always
[image: ] sometimes [image: ] never
	

2000 character(s) maximum

	







4
	







100 character(s) maximum
	







2000 character(s) maximum
	[image: ] Point 1
[image: ] Point 2
[image: ] Point 3
[image: ] Point 4
[image: ] Point 5
[image: ] Point 6
[image: ] Point 7
[image: ] Point 8
[image: ] Point 9
[image: ] Point 10
[image: ] Point 11
[image: ] Point 12
	





[image: ] always
[image: ] sometimes [image: ] never
	






2000 character(s) maximum

	







5
	







100 character(s) maximum
	







2000 character(s) maximum
	[image: ] Point 1
[image: ] Point 2
[image: ] Point 3
[image: ] Point 4
[image: ] Point 5
[image: ] Point 6
[image: ] Point 7
[image: ] Point 8
[image: ] Point 9
[image: ] Point 10
	






[image: ] always
[image: ] sometimes [image: ] never
	







2000 character(s) maximum




	
	
	
	[image: ] Point 11
[image: ] Point 12
	
	



Section 5. Question in relation to the incident reporting template


The European Commission has provided a template for the report to the market surveillance authority.


Reporting Template - Incident Report for Serious Incidents under the AI Act (High-risk AI systems)
Incident_Report_for_Serious_Incidents_under_the_AI_Act	High-risk_AI_systems_.pdf


The template consists of five sections. The first section relates to administrative information, the second section relates to information about the AI system, the third section relates to information about the incident, the fourth section relates to the providers analysis and the fifth section allows for additional comments.
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Question 38.

	Section:
	Need for amendments or deletions.
	Provide the exact section(s) of the template you are referring to (e.g. 1.3.1.a).
	Explain your proposal for amendment

	
1
	[image: ] Yes [image: ] No
	
50 character(s) maximum
	
1000 character(s) maximum

	
2
	[image: ] Yes [image: ] No
	
50 character(s) maximum
	
1000 character(s) maximum

	
3
	[image: ] Yes [image: ] No
	
50 character(s) maximum
	
1000 character(s) maximum

	
4
	[image: ] Yes [image: ] No
	
50 character(s) maximum
	
1000 character(s) maximum

	
5
	[image: ] Yes [image: ] No
	
50 character(s) maximum
	
1000 character(s) maximum
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