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If your application includes clinical trials, please note that the European

Union (EU) pharmaceutical legislation known as the Clinical Trials

Regulation No 536/2014 entered into application on 31 January 2022,

repealing the Clinical Trials Directive (EC) No. 2001/20/EC and national

implementing legislation in the EU Member States, which regulated clinical

trials in the EU until the Regulation's entry into application.



ANNEX CLINICAL TRIALS

3

As a result, from 31 January 2023, all initial clinical trial applications in the

European Union (EU) must be submitted via the Clinical Trials Information

System (CTIS). CTIS is now the single-entry point for sponsors and

regulators of clinical trials for the submission and assessment of clinical trial

data.

Transition period: The Clinical Trials Regulation foresees a three-year

transition period, from 2022 to 2025. By 31 January 2025, all ongoing trials

that were approved under the Clinical Trials Directive will be governed by the

new Regulation and will have to be transitioned to CTIS.
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https://www.europeanpharmaceuticalreview.com/news/179088/clinical-trials-information-system-mandatory-in-eu/
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https://www.europeanpharmaceuticalreview.com/news/179088/clinical-trials-information-system-mandatory-in-eu/
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