
The rules established in the Regulation will be supported through a dedicated EU
Portal and Database (the Clinical Trials Information System) that will become the
single entry point for submitting CTs information in the EU and will support the
daily business processes of Member States and sponsors throughout the life
cycle of their CTs. 

Regulation (EU) No 536/2014 (the Clinical Trials Regulation) aims at
creating an environment that is favourable for conducting clinical
trials (CTs) in the EU with the highest standards of safety for
participants and increased transparency of CTs information. It will
replace and expand the scope of the existing EU Clinical Trials
Directive 2001/20/EC.
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The Clinical Trials Regulation

Regulation (EU) No 536/2014 of the European Parliament and of the Council of 16 April 2014 on clinical trials on medicinal products for human use, and repealing Directive 2001/20/EC

The implementation of the Clinical Trials Regulation will be
supported by...
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Ensure the highest safety standards for all participants in CTs

Strengthen reliability, robustness, and transparency of CTs data in the
European Union

Provide common provisions governing CTs across Member States

Establish more detailed guidelines at EU level for the informed
consent process of participants in CTs, including for those who are
unable to provide said consent

Introduce a risk-adapted approach with less stringent rules for those
trials conducted with authorised medicines and low-risk CTs

Reinforce supervision of CTs by introducing Union Controls to ensure
compliance with the Clinical Trials Regulation

Increase the efficiency for the submission and assessment of CTs
applications within established deadlines

Harmonise the authorisation process of CTs, through a coordinated
assessment by the Member States concerned

Improve the cooperation between Member States and sponsors, and
among Member States in the assessment of a CT application

The Clinical Trials Information System (CTIS)
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Reproduction and/or distribution of the content of these training materials for non-commercial or commercial purposes is 
authorised, provided the European Medicines Agency is acknowledged as the source of the materials.

The European Medicines Agency developed this training material to enhance public access to information on the Clinical Trial 
Information System (CTIS). This material describes a preliminary version of CTIS and may therefore not entirely describe the 
system as it is at the time of use of this material. The Agency does not warrant or accept any liability in relation to the use (in 
part or in whole) or the interpretation of the information contained in this training material by third parties. 




