
CONTENT ACCUMULATION FROM TECHNICAL 
FILE THROUGH PRODUCT LIFECYCLE

PRODUCT’S  
SAFETY AND 

PERFORMANCE 
CONTENT

Technical File (Design 
Control Process) 

(Design input and output, 
Verification and Validation 

reports/pre-clinical and 
clinical testing)

RESEARCH AND 
DEVELOPMENT

Conformity Assessment/
Pre-Market Approval or
Pre-market Notification

REGISTRATION

Product updates/
changes leading to 

new branded products.

PRODUCT 
CHANGES

Field Safety
Annual Reporting

Post-Market 
Clinical Follow-up

POST-MARKET 
SURVEILLANCE

Labeling and Instructions
Graphical User Interfaces

Training
Public disclosure

PLACING 
ON THE MARKET


