
From 31 January 2022 
until January 2023

Starting on 
31 January 2023

Before 
31 January 2023

From 
31 January 2025

All initial clinical trial 
applications can be 

submitted under either the 
Directive or the 

Clinical Trial Regulation.�

All initial clinical trial 
applications need 
to be submitted 

under the 
Clinical Trial Regulation.

Trials approved under 
EU-CTD can 

continue to be regulated 
under EU-CTD until 

31 January 2025.

All ongoing and
new clinical trials 
must ultilize the 

CTIS System.

Using the CTIS System for EU Trial Applications
The Clinical Trial Information System (CTIS) is an electronic portal launched by the 
European Medicines Agency (EMA) as a part of the new EU regulation (536/2014). 


