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Annex C 
(informative) 

 
Decision tree to classify custom-made medical device 

 
 
 
 

  

Start 

Manufactured in batches 

that can be validated 

and reproduced? 

Designed, prior to 

manufacturer, for a 

particular individual? 

Mass-produced and need to be 

adapted, adjusted, assembled or 

shaped at the point of care to suit an 

individual patient’s specific anatomo-

physiological features 

Adaptable Medical 
Device 

Manufactured from a 

written request of an 

authorized healthcare 

professionals? 

Custom-made Medical Device 

Not a custom-made 
Medical Device 

End 

Intended for specific 

anatomo-physiologic 

features or pathological 

condition? 

 

Yes 

No 

Yes 

No 

No 

Yes 

No 

Patient-matched 
Medical Device 

Yes 




