
MEDICAL DEVICE KNOWLEDGE UNITS

O P E N  S O U R C E  R E VO LU T I O N



according to MDR, Annex II + III

 Device description & specification
 Information supplied by manufacturer
 Design and manufacturing information
 General safety & performance req.
 Benefit-risk analysis / risk management
 Product verification & validation
 PMS Plan incl. PMCF Plan
 PMS Report / PSUR
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 Device description /  Intended Use



HOW BIG IS THE POTENTIAL FOR INCONSISTENCIES?
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Reuse for Product Variants!
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FROM DOCUMENTS TO KNOWLEDGE
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FROM DOCUMENTS TO KNOWLEDGE

acc. to MDR, Annex II + III
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DATA HIERARCHY
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KNOWLEDGE UNITS 
WITHIN THE ECOSYSTEM
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MDKU Initiative
• Stakeholder Management
• Release Management
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• User guidance & Support
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STATUS:  IDENTIFICATION OF KNOWLEDGE UNITS



MAIN CHALLENGE:  INTERPRETATION OF REGULATORY DOCUMENTS

REGULATORY DOCUMENTS
Laws, Standards, Guidances

MEDICAL DEVICE 
MANUFACTURERS

NOTIFIED 
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Several Review 
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 Missing definitions
 Unclear/incomplete definitions
 Inconsistent use of terms

Different 
interpretations!



EXAMPLE: UNCLEAR DEFINITIONS
USED IN INTENDED PURPOSE CONTEXT
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MEDICAL DEVICE KNOWLEDGE UNITS



14.–15.09.2022  Frankfurt, Percuma



Abendessen
ab 18:30 Uhr 

im Erdgeschoss



Haben Sie 
Feedback 
für uns? 


