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Al4H Guideline

A Project Update

By Pradeep Balachandran, Luis Oala, Pat Baird, Peter
Goldschmidt, Alixandro WernecR, and Christian Johner



The project consists of two parts (at least).

o Compile checRlist for regulatory compliance of Al-based systems

o Develop a software application to maintain and use this checRlist



The guideline and software address the relevant stakeholders.
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Developers, Data Regulatory Affairs  Quality Managers (Medical Notified Bodies Authorities
Scientists Auditors Professmnals)




The guideline gives specific guidance.
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A guideline helps to apply ML in healthcare safely and compliant.

Situation

The guideline exists and is
used.

Other parties develop guideline
for specific medical domains.

The AM/ML ‘start of the art
further evolves.

Manufacturer required approved
requirements.

Complication Solution

There are inconsistencies and
redundancies.

Without updates we won't stay
state of the art. System to maintain the

guideline and to compile sub-
There is no workflow for sets.

updating & approving changes.

Time-boxed audits require
definition of subsets.



First workflows have been modelled.
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The use scenarios are modeled and the user requirements identified.

i) Task: Review, approve or reject changes
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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)
Fvaluate usability e.g. by cognitive walkthrough
Specify software architecture

Develop system
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