
Time is rapidly running out to transition ongoing clinical trials in the EU to the new framework of the Clinical Trials 
Regulation (CTR). A key challenge for sponsors is ensuring they are proficient in the Clinical Trial Information 
System (CTIS) and understand the transition requirements. 

Timelines need to be understood, including that review of the transition to CTR application takes up to 106 days 
and achieving compliance with all requirements prerequisite to performing the transition may take even longer.

Clinical trials regulation (CTR)

Since 31 Jan 2022 1 Apr 2024* 22 Aug 2024 2 Oct 2024 16 Oct 2024 30 Jan 2025

Establish harmonisation strategy 
for part I documents

Substantial amendment under 
CTD to national HAs / ECs

Dossier compilation, transparency 
considerations

Document upload, data 
field population, QC

Submission deadline for 
expedited transition**

Clinical trials approved under 
CTD lose their legal basis

timeline depends on no. of MS and extent of di�erences

ca. 30 - 150 days (depends on MS involved) 

ca. 6 weeks (start as soon as documentation is available) 

14 days

106 days

* Our recommendation: start harmonisation AMDs in multi-MS trials at the very latest on 01-Apr-24, in order to ensure on-time transition 
** Timeline: max. 22 days (provided no RFI is needed); Note: part II assessment timeline depends on MS 
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