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KPI on CTR implementation

• Priority Action 2 of ACT EU

• KPIs agreed within the Regulatory network

• To measure and monitor the European clinical trials environment

• First KPI report publication on 20 May 2022, under ‘Implementation 

progress reports’ tab

• Review of the KPI report in September 2023

• ANNEX on Information on Transitional Trials

• Glossary
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Monthly submissions of initial clinical trial applications

• In September 2024, 807 initial CT 
applications have been submitted 

• 8407 initial CT applications since 31 
January 2022

• Upward trend of transitioning 
applications

• New initial CT applications are rather 
stable

• Resubmissions are stable 
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Initial clinical trials with decision
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In September 2024, 655 
initial clinical trial 
applications received a 
decision, 650 have been 
authorised.

Figures include new initial 
applications, transitioning 
applications, and 
resubmissions.
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Trials with a decision: commercial sponsors opt for multinational 
trials while non-commercial prefer mono-national trials
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Support to non-commercial sponsors being addressed in a separate Priority Action.

Cumulative since 31 January 2022
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Median time from submission of initial clinical trial applications 
to decision
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The time to decide on new applications 
is still too high (~106 days). 

Progressively,  less time to decide on 
transitioning applications. Great variety 
across countries.

Time to decide on resubmissions is 
quite high (~80 days).
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Distribution of submitted new initial clinical trial applications 
per Member State Concerned since 31 January 2022

Mission

- For patients: Equal ratio of n. of clinical 
trials considering the population size 

- For Member States: Equal chance to all 
Member States to be Reporting Member 
State

- For research: equal chance to have clinical 
trials in the country.
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Next Steps

• To feed into the study on the implementation of the 
CTR expected to be published in Q1 2027 as per 
Article 97 of the Clinical Trials Regulation

• Review of the frequency of publications

• 3-year KPI report to be issued in Q1 2025

• Complementarity with other KPIs and measurements 
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