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• The current legal framework for authorisation and supervision of clinical trials in the 

EU is the Directive 2001/20/EC 

• Article 11 of the same Directive foresees the establishment of a European Database 

containing information on clinical trials in the EU –> EudraCT 

• EudraCT database is only accessible to the Competent Authorities, European 

Commission and EMA. It contains information shared between national authorities as 

part of the oversight of CTs in the EU. Information contained includes:  

 Clinical trials applications (i.e. protocol information)  

 Clinical trial results  

 Alerts- warning of suspension of trial or temporary halt  

 Analysis of data via the data warehouse 

 

• Part of the information contained in EudraCT is published via the EU CTR (public 

register) https://www.clinicaltrialsregister.eu/ 
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Standardisation 

 

 

• Significant degree of standardisation of data elements and alignment of 

standards used for clinical trials 

 

• This is in relation to the standard used for capturing protocol and results 

related information between EudraCT/EU CTR, WHO ICTRP, ICMJE and 

ClinicalTrials.gov 
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EU CTR landing page 
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https://www.clinicaltrialsregister.eu/ctr-search/search 



EU CTR advanced search 
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Trial search results 
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EU CTR view for trial results 
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Directive         versus         Regulation 

Implemented in national laws* Directly applicable* 

 Objectives of new CTR 

• To protect the rights, safety, dignity and well-
being of subjects and the reliability and 

robustness of the data generated in the CT; 

• To foster innovation and simplify the clinical 
trial application process, in particular for 

multistate trials; 

• To increase transparency, keeping the 
balance between protecting public health and 
fostering the innovation capacity of European 

medical research while recognising the 
legitimate economic interests of the 

sponsors. 

• Overall objective: Make EU attractive for 
R&D. 

Upcoming Clinical Trial Regulation: what is new? 

*with EEA relevance and applicable in EEA countries: 
Norway, Iceland and Liechtenstein 15 
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As-is  (Directive 2001/20) – EudraCT 
To be (CT Regulation) - The EU portal and database 

(EU PD) 

• Multiple submissions for one trial (1 submission 
per each Member State Concerned (MSC) /no 
harmonized dossier  

• Double submission within a MSC: to NCA and to 
Ethics Committees (EC) 

 

• Individual assessment by each MSC with no IT 
collaboration tool available 

 

• No single MSC decision (NCA & ECs) 

 

• Limited EudraCT data availability to the public : 
structured data from the application (CTA) and 
summary of results 

• Single  e-submission via EU PD to all Member States  
Concerned (MSC) including NCA and EC/harmonized 
dossier for one trial (content described in Annex I) 

 

 

• Joint assessment for Part I of the dossier facilitated by 
collaboration tools via the EU Portal and Database IT 
system 

 

• Single MSC decision for NCA and Ethics Committees 

 

• View extensive CT related information via the public 
version of the EU PD 

                                            

Summary of key changes from Directive to Regulation 

Unchanged scope: Interventional clinical trials with medicinal products for human use 
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• Clinical trial protocol details  

• Product details (including IMPD S&E, IB/SmPC) 

• Sponsor contact details in the EU 

• Principal investigator details, including clinical investigator sites address 

• Statement on the suitability of the facility  

• Clinical trial summary of results 

• Clinical study reports for trials provided as part of a marketing authorisation applications 

• Notifications of start of trial/ start of recruitment/ temporary halt/end of trial 

• Notifications of serious breaches/ unexpected events/urgent safety measures 

• Member State Assessment reports 

• Member State inspection reports 

*This is not an exhaustive list 

 

What will be published?* 
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• Is there a trial in which I could participate? 

• What was the outcome of the trial I did participate in? 

• What trials were the basis of the marketing authorisation, what were their results? 

• What is known about the medicine I am taking/prescribing? 

• Can we review the data used to support the marketing authorisation? 

• Has the trial we are designing already been conducted? Were there problems with similar 

trials? 

 

Objectives of the public disclosure of clinical trial information 
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Conclusions 

 Harmonisation: One single submission for authorisation of a clinical trial, irrespective of 

the number of Member States involved, to National Competent Authority & Ethics 

Committee and for public registration (primary register of clinical trials); 

 Member state collaboration: Facilitate cooperation among MSCs in assessing a request 

for authorisation of a clinical trial;  

 One single decision per Member State within the same timelines; 

 IT maintenance: EMA in charge maintain and update the IT platforms; 

 Public data and information about medicines, their development and authorisation 

 To generate trust – information is available 

 To build confidence – I understand what is happening 

 To empower – knowledge enables decision-making  
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Any questions? 

laura.pioppo@ema.europa.eu 

 

European Medicines Agency 

30 Churchill Place • Canary Wharf • London E14 5EU • United Kingdom 

Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5555 

Send a question via our website www.ema.europa.eu/contact 

 

Further information 

Follow us on      @EMA_News 


