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Abstract: This PPT summarizes the content of J-039 with the updated text of DEL2.2 
“Good practices for health applications of machine learning: Considerations 
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e-meeting, 30 September – 2 October 2020.



AI4H Guideline
A Project Update

By Pradeep Balachandran, Luis Oala, Sven Piechottka, and Christian 
Johner



Target

Contribute to medical devices with highest possible
• Safety
• Performance
• Clinical benefit

Promote common understanding of AI Best Practices
• Manufacturers
• Notified Bodies
• Authorities

Accelerate Time to Market
• Development
• Verification and Validation
• Approval



Target Audience

Requlatory
Affairs

Developers, Data 
Scientists

Notified BodiesQuality Managers (Medical 
Professionals)

Authorities



Structure, Example



Included Regulations & Best Practices

AI 
Guideline

MDR, IVDR

ISO 13485, 
IEC 62304, IEC 
62366-1, ISO 

14971

FDA 21 CFR

FDA AI/ML 
framework

ISO 24028 Guidance 
docs by 
XAVIER 

university

GmLP
Checklist

Draft 
Guidance by 

NMPA

and more



Additional accomplishments

• Integration of IT security aspects
• Compilation of „marketing flyer“
• Alignment with guideline by German Notified Bodies (NBs)

(this NB guideline builds on the roots of our guideline)




