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Intended Use Stakeholder e - Operation, Post-Market
Software Requirements : 57
5.2 Specification Software System Testing
5.3 Software Architecture Integration Testing
Detail Design, o as
5,4 ;
Component Requirements Component / Unit Testing
Software Development

IEC 62304 Software Life Cycle Processes
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Proposals

« provide sample documentation

« generate sub-document that only contains Al specific checklist item

» consider checklist items to be included in the topic description document

» discuss whether checklist becomes part of Al4H framework

« checklist poses the questions to be answered. Give standardized guidance how to fulfill
these checklist items including development of tools to determine compliance

Next steps

« compile high level overview document (5 pages) for IMDRF referencing other
documents (best practices, guidelines)

« compile union of different checklists (Pradeep, Christian, ....)

« map "checklist items" to best practices (specifically to the domains / topic groups)

 validate results with topic group and update framework accordingly

« add priorities for different markets




