
 
 - 1 - 

E DIN EN 18286:2025-12 (E) 
 
 
Artificial intelligence - Quality management system for EU AI Act regulatory 
purposes; English version prEN 18286:2025 
 
 
Contents            Page  
 
 

Erscheinungsdatum: 2025-11-07

European foreword ............................................................................................................................................ 4 
4.1 General.................................................................................................................................................... 17 
4.2 Identifying regulatory requirements .......................................................................................... 17 
4.3 Determining the scope of the quality management system ................................................ 17 
4.4 Strategy for regulatory compliance ............................................................................................. 18 
4.5 Documented information ................................................................................................................. 19 
5.1 General.................................................................................................................................................... 21 
5.2 Quality policy ........................................................................................................................................ 21 
5.3 Roles, responsibility, and authorities ......................................................................................... 22 
6.1 Actions to address risks related to the functioning of the quality management system

 ................................................................................................................................................................... 23 
6.2 Quality objectives and planning to achieve them ................................................................... 23 
7.1 Resources ............................................................................................................................................... 24 
7.2 Competence ........................................................................................................................................... 24 
7.3 Communication ................................................................................................................................... 25 
8.1 Actions to address risks.................................................................................................................... 27 
8.2 Determining the stages of the life cycle ...................................................................................... 27 
8.3 Inception, design and development ............................................................................................. 29 
8.4 Verification and validation .............................................................................................................. 30 
8.5 Data management ............................................................................................................................... 31 
8.6 Environmental sustainability ......................................................................................................... 32 
8.7 Product documentation .................................................................................................................... 32 
9.1 Deployment, operation and monitoring ..................................................................................... 33 
9.2 Supply chain .......................................................................................................................................... 33 
9.3 Changes to AI systems ....................................................................................................................... 35 
9.4 Post-market monitoring ................................................................................................................... 37 
9.5 Reporting serious incidents ............................................................................................................ 38 
9.6 Nonconformities .................................................................................................................................. 39 
10.1 General.................................................................................................................................................... 40 
10.2 Review ..................................................................................................................................................... 40 
10.3 Improvement ........................................................................................................................................ 42 
10.4 Planning of changes ........................................................................................................................... 42 

Annex A (informative)  Consultation with interested parties regarding fundamental rights
 ................................................................................................................................................................... 43 

A.1 General.................................................................................................................................................... 43 

A.2 Estimating risk and impact on affected persons ..................................................................... 44 

Annex B (informative)  Relationship between this standard and other harmonised standards
 ................................................................................................................................................................... 45 

B.1 Introduction .......................................................................................................................................... 45 

B.2 Selection of technical specifications ............................................................................................ 45 

B.3 Harmonised standard interactions .............................................................................................. 46 

B.4 Supporting harmonised standards ............................................................................................... 47 

Annex C (informative)  Correspondence between prEN 18286:— and ISO 9001:2015 .......... 48 



 
 - 2 - 

Annex D (informative)  Correspondence between prEN 18286:— and ISO/IEC 42001:2023
 ................................................................................................................................................................... 49 

Annex ZA (informative)  Relationship between this European Standard and the essential 
requirements of Regulation 2024/1689 aimed to be covered .......................................... 50 

Bibliography ....................................................................................................................................................... 52 

 


		2026-06-10T00:58:17+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




