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The project consists of two parts (at least).

1 Compile checklist for regulatory compliance of AI-based systems

2 Develop a software application to maintain and use this checklist



The guideline and software address the relevant stakeholders.

Regulatory AffairsDevelopers, Data 
Scientists

Notified BodiesQuality Managers
Auditors

(Medical 
Professionals)

Authorities



The guideline gives specific guidance.



ComplicationSituation

A guideline helps to apply ML in healthcare safely and compliant.
Solution

The guideline exists and is 

used.

Other parties develop guideline 

for specific medical domains.

The AM/ML ‘start of the art’ 

further evolves. 

There are inconsistencies and 

redundancies.

Without updates we won’t stay 

state of the art.

There is no workflow for 

updating &  approving changes.

System to maintain the 

guideline and to compile sub-

sets.

Manufacturer required approved 

requirements.

Time-boxed audits require 

definition of subsets.



First workflows have been modelled.

6



The domain is modeled.



The use scenarios are modeled and the user requirements identified.
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The system will support auditors and the auditing process, too.
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The next steps have been defined.

Specify remaining use scenarios

Specify system (including UI/UX design)

Evaluate usability e.g. by cognitive walkthrough

Specify software architecture

Develop system
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