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Base „consensus“ standards for active medical 
devices *

Main objective derived from the legislation is to ensure that the benefit for end-
users outweighs their residual risk in a traceable way

ISO 13485 Medical devices — Quality management systems — Requirements for 
regulatory purposes
ISO 14971 Medical devices — Application of risk management to medical devices
IEC 62304 Medical device software – Software life cycle processes
IEC 62366-1 Medical devices – Part 1: Application of usability engineering to 
medical devices

All standards for specific devices and device groups (several hundreds) in the area 
refer to the principles laid down in these base standard

*active medical device: Supply of non-biological power is needed, includes software



Implications for AI Standards

All AI Standards for medical devices shall follow the established 
concepts for standards in this regulated area and use the principles laid 
down by the applicable legislation.
Terms, definitions and concepts shall be known and aligned with the 
legislation and the existing standards 
The market access of the AI/ML enabled devices is jeopardized, if this 
alignment doesn’t happen



Proposed AI/ML standards architecture for MEE/MES

Figure 1 in the 4th SNAIG Report (62/432/INF)
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https://documents.iec.ch/ords/f?p=700:610:::::P610_DOCUMENT_FILE_ID:3086470
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Thank you for 
listening
Regina Geierhofer, Secretary IEC TC62, SC62B and SC62C
iectc62.team@siemens-healthineers.com
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