
Custom Made Devices 

 

Decision Tree 

 
Is the device intended to suit an 
individual’s specific anatomo-

physiologic features or pathological 
condition? 

Not a personalized medical 
device. This document is 

not applicable.  Seek advice 
from your jurisdiction 

Is the device designed, prior to manufacture, for a 
particular individual? 

Does the device need be 
to adapted, adjusted, 

assembled or shaped at 
the point of care to suit an 

individual patient’s 
specific anatomo-

physiologic features? 

Adaptable Device 
Regulatory Pathway 

Is the design of the device the responsibility of a 
manufacturer even though the design may have 

been developed in consultation with an authorized 
healthcare professional? 

Is the design of the device, within the context of 
clinical practice, the responsibility of the healthcare 
professional even though the design may have been 

developed in consultation with a manufacturer? 

Does the written request include specific design 
characteristics (Refer to document N49 definition 4.9)? 

Is the device manufactured as a result of a written 
request of an authorized healthcare professional? 

Is the device design within the validated 
parameters of a specified design envelope (Refer 

to document N49 definition 4.10)? 

Patient-Matched  
Regulatory Pathway 

Custom-Made Device 
Regulatory Pathway 

Refer to doc N49, 
Definitions for 

Personalized Medical 
Devices and reconsider the 

requirements for 
adaptable, custom-made 

and patient-matched 
devices. Seek advice from 

your jurisdiction 

Yes 

No 

Yes 

No 

Yes 

No 

Yes 

Yes 

Yes 

Yes

Start 

No 

Is the device produced using 
idated/reproducible production processes? 

Yes 

Is the device mass 
produced? 

Yes 

No 

No 

Yes

Is the device intended for a case were an individual’s 
specific needs cannot be met, or cannot be met at the 
appropriate level of performance, by an alternative 

device available on the market? 

No 

No 
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