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Learning Objectives

• Understand how to create and submit a Union Control report.

• Understand how to view, download, update and withdraw a Union Control report.



This section outlines the steps to create and 

submit Union Control reports.

Create and 
submit reports

This section outlines the steps to create and 

share Plans / Programmes for Union Controls.

Create and 
share Plans / 
Programmes

Union Controls in CTIS
CTIS allows European Commission users to conduct Union Controls in order to verify that the 

EU/EEA Member States correctly supervise compliance with the Clinical Trial Regulation (EU) No 

536/2014 (CT Regulation), and to verify that the regulatory system applicable to clinical trials 

conducted outside the Union ensures that point 8 of the Introduction and general principles 

contained in Annex I to Directive 2001/83/EC is complied with; or that the regulatory system 

applicable to clinical trials conducted outside the Union ensures that Article 25(5) of the Regulation 

is complied with. 

This guide explains how to create and share Plans / Programmes for Union Controls, and how to 

create, submit, view, download, update and withdraw Union Control reports.
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Union Controls in CTIS

This section outlines the steps to view and 

download Union Controls in both the Authority 

workspace and the CTIS Public Website, and to 

update and withdraw an already submitted 

Union Control report.

View, 
download, 
update and 
withdraw
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Create and 
share Plans / 
Programmes

Create and share Plans / Programmes for 
Union Controls

3

1. On the CTIS ‘Union Control’ tab, the Plans and Programmes are listed in the first section. 
Users can click on the ‘+ New’ button to fill in a new Plan / Programme form.

2. Users can populate the form and complete all mandatory fields marked with an asterisk. 
Once the form is completed, users can click on the ‘Share’ button, and then on the confirmation 
button, to share it with the rest of the authority users (i.e. Member States and EMA).

Union Controls in CTIS

The Plan / Programme ID (UCP Business 
Key) is only generated once the user 
shares the Plan or Programme.

3. After sharing it, the Plan / Programme is listed with the status of ‘Shared’.

Users can save a 
draft to work on it at 

a later stage.

Users can upload 
at least one 

document with the 
Plan / Programme, 
which will not be 

publicly accessible
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Create and 
submit 
reports

Create and submit Union Control reports
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1. On the CTIS ‘Union Control’ tab, below the Plans / Programmes section, the Union Control 
reports are listed. Users can click on the ‘+ New’ button to fill in a new Union Control report 
form.

2. Users can populate the form and complete all mandatory fields marked with an asterisk. 
Once the form is completed, users can click on the ‘Submit’ button, and then on the 
confirmation button, to share it with the rest of the authority users (i.e. Member States and 
EMA), and on the CTIS Public Website.

Union Controls in CTIS

4. All Member States and the EMA users in CTIS receive a notice in the ‘Notices & alerts’ tab 
when the European Commission users submit a Union Control report. 

After the user submits the Union 
Control report form, the information is 
uploaded to the CTIS Public Website.

3. After the submission, the Union Control report is listed with the status of ‘Submitted’.

Users can save a 
draft to work on it at 

a later stage.

Users need to upload at 
least one Union Control 
report for publication.

Union Control reports need 
to be linked with a shared 

Plan / Programme.
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View, 
download, 
update and 
withdraw

View and download Union Controls in the 
Authority workspace.
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The steps to view and 
download Union Control 
reports and Plans / Programmes 
information on the Authority 
workspace is similar.

The draft Plans / 
Programmes and 
reports are visible 
only to the users 
working on them.

2. On the ‘Reports’ section, the Union Control reports are listed with the corresponding 
information regarding IDs, countries supervised, dates, status, etc. Users can click on the 
eye icon to view the Union Control report.

3. Users can view the Union Control report form, which contains all the relevant information 
of the report. Users can also download the report.

1. On the CTIS ‘Union Control’ tab, users have access to the list of all shared and removed 
Plans / Programmes for Union Controls, and the submitted and withdrawn Union 
Control reports.

Union Controls in CTIS

Button to individually 
download a document
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View Union Controls in the CTIS Public 
Website
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2. Users can view the Union Control reports listed. They can select one report using the radio 
button and click on the ‘View’ button.

3. Users can view all the related information regarding the Union Control report in a pop-
up window. Users can view the versions of the report using a drop-down list.

1. Once Union Control reports are submitted, they are published on the CTIS Public 
Website on a dedicated tab.

Union Controls in CTIS

Users can navigate through all the 
versions of the Union Control reports.

Only Union Control 
reports with ‘Submitted’ 
status are displayed on 

the CTIS Public Website.

View, 
download, 
update and 
withdraw
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Update Union Control reports
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1. On the CTIS ‘Union Controls’ tab, in the Reports section, users can update a submitted 
Union Control report by clicking on the pencil icon.

2. The Union Control report form opens, and users can make modifications in any field (e.g. 
change the ID of the corresponding Plan / Programme or update a new document version). 
Then, users can click on the ‘Update’ button, and on the confirmation button.

Union Controls in CTIS

3. Then, the previously updated Union Control report is listed with same ‘Submitted’ status. A 
new action button is enabled listing the previous versions of the Union Control report forms.

Users can add to the form new 
versions of existing documents, 
documents not for publication and 
supporting documentation.

Button to update 
documents.

View, 
download, 
update and 
withdraw
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Withdraw Union Control reports
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1. On the CTIS ‘Union Controls’ tab, in the Reports section, users can withdraw a submitted 
Union Control report by clicking on the pencil icon.

2. The Union Control report form opens, and users are able to withdraw it by clicking on the 
‘Withdraw’ button, and then on the confirmation button.

Union Controls in CTIS

3. Once withdrawn, Union Control reports appear in the Authority workspace listed with the 
status of ‘Withdrawn’, and no other actions can be taken.

Withdrawn Union Control reports are 
removed from the CTIS Public Website. 

View, 
download, 
update and 
withdraw
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