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Introduction 

 Launch of EudraCT V9 in October 2013 and V10 in May 2014:  

 Initial step of a process through which summary clinical trial results will 
be made publicly available through the EU Clinical Trials Register (EU 
CTR) 

 Clinical-trial sponsors can register on the EudraCT website to 
start preparing results for registered trials 

 Guidance on posting and publication of result-related 
information on clinical trials in relation to the implementation 
http://ec.europa.eu/health/files/eudralex/vol-10/2012_302-
03/2012_302-03_en.pdf 
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http://ec.europa.eu/health/files/eudralex/vol-10/2012_302-03/2012_302-03_en.pdf
http://ec.europa.eu/health/files/eudralex/vol-10/2012_302-03/2012_302-03_en.pdf


How to register 
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Log into EudraCT website 

 https://eudract.ema.europa.eu/results-web/  
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https://eudract.ema.europa.eu/results-web/


Register for a EudraCT Account 
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EMA – Self-service Registration Form 

6 



Agreement with data protection statement 
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Self-registration security questions 
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Self-registration confirmation form 
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Request submitted 
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Log into EudraCT website 



How to become a results user 
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Log in and click on ‘Become a results user’ 
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Confirm terms of agreement 
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Log out and in again 
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Click on the link ‘request assignment’ 

How to request Trial Assignment 15 



Select the request method  

Presentation title (to edit, click View > Header and Footer) 16 



Request assignment via Protocol Information 

Presentation title (to edit, click View > Header and Footer) 17 



Requested method: based on protocol 
information (1) 

 A user, for whom the email address was included in the CTA 
submitted to the national competent authority, can request the 
trial assignment by selecting the option “request assignment 
based on protocol information”. 

 This request will be automatically granted if the email address 
of the requestor/user matches the one included in the CTA. 

 This method is fast and effective and if there is a match 
between the email addresses, the requestor has immediate 
access to the result user interface for the trial. 

 
Presentation title (to edit, click View > Header and Footer) 18 



Requested method: based on protocol 
information (2) 

The following CTA fields are verified against the requestor email 
during this process:  

B.1.6 Sponsor Contact email 

B.2.6 Legal Representative email 

C.1.4.6 Request for the competent authority email  

C.2.5.6 Request for the ethics committee email 
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Requested method: based on protocol 
information – click confirm 

Presentation title (to edit, click View > Header and Footer) 20 



Requested method: based on protocol 
information – outcome of assignment request 

Presentation title (to edit, click View > Header and Footer) 21 

If rejected use the other request method via 
letter 



Request assignment via Letter 

Presentation title (to edit, click View > Header and Footer) 22 



Step 1 
Identify trials (up to 50) 

Presentation title (to edit, click View > Header and Footer) 23 



Step 2 
Enter details of the trial (full title and name of sponsor) ⃰ 

⃰If there is a change in the sponsorship/ownership of the trial, the EMA is not involved in this process. The 
new sponsor acquiring the trials have to make an agreement with the old sponsor. 

24 



Step 3 
Attach letter 

Presentation title (to edit, click View > Header and Footer) 25 



Sample letter 

⃰Letter has to be prepared on the sponsor’s headed-
paper 
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https://eudract.ema.europa.eu/docs/guidance/CT_assignment_guide.pdf  

https://eudract.ema.europa.eu/docs/guidance/CT_assignment_guide.pdf


Request assignment – screen confirmation 

The service level agreement (SLA) to process requests to become primary user for results takes 25 
calendar days. 
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Facsimile automated email received once the 
request is approved  

⃰Any technical issue with the system users can contact service desk https://servicedesk.ema.europa.eu 28 

https://servicedesk.ema.europa.eu/


Once request approved, log into EudraCT and go to ‘Your Page’ 
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Manage users  
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Manage users  
  Done at the trial level  

 Performed by the sponsor via the primary user 

 The primary user assigns other users (who are results users) to a 
trial 

 The other roles are: 

 Primary user back up (can remove the primary user if needed) 
 Preparer and poster 
 Preparer  

 Sponsor can manage users also when the results are in a finalised 
status=published 
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Thank you 
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