
IdeaMedical Device 
Development Process

Installing and Managing an FDA Compliance Quality System

Marketing

Sales

Prototyping

This can be 
done using 
virtual drawings 
or actual physical 
prototypes.

Market Research 
or Validation

Final Design Testing Regulatory Clearance 

Showing your design 
and prototypes to 
potential customers 
to determine if the 
idea has commercial 
appeal.

Refining the 
prototype until 
you got to a 
point where you 
have a Minimum 
Viable Product or 
MVP for commercial 
release.

. Functional Tests 

. Quality Tests 

. Biocompatibility 

. Manufacturing

. Validation

Or sometimes 
called Market 
release, this is 
when the selling 
process can begin.

All countries require 
some regulatory 
clearance to market 
medical devices in 
the US, the one of 
the most common 
pathway is called 
a 510 K pathway.


