
Regulated as custom made devices and 
must follow the ‘special’ regulatory 

procedures and requirements under MDR

Regulated as medical devices and must follow the 
‘usual’ regulatory procedures and requirements under 

MDR

Medical Device

YES

Is it a device that is intended 
for suit a particular patient 

according to a written 
prescription? 

Adaptable 
Medical 

Device, under 
responsibility 

of MNF 

Personalised device

YES

Is the final marketed device 
matched to a patient’s 

anatomy and manufactured 
by means of an industrial 
manufacturing process?

Is it adapted, adjusted, 
assembled or shaped at the 
point of care, in accordance 

with the manufacturer’s 
validated instructions, to 

suit an individual patient’s 
specific anatomo-

physiologic features prior to 
its use? 

NO

Patient 
matched 

medical device, 
under 

responsibility 
of the MNF

STEP 1

STEP 2

STEP 3

STEP 4

STEP 5

Non-personalised device 
(must follow usual 

regulatory requirements)

NO

Is it mass produced or 
through batch production?

YES
Is the device specifically 

made in accordance with a 
written prescription which 

gives specific design 
characteristics and is 

intended for the sole use of 
a particular patient 

exclusively to meet their 
individual conditions?  

NO

YES

Custom made device, 
under the responsibility 

of the CMD MNF and 
authorising healthcare 

professional

YES


