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Learning Objectives

« Remember what is the Clinical Study Report (CSR)
« Understand how to submit a CSR

« Understand how to update a CSR
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of the information contained in this training material by third parties.
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| Create and submit a CSR

A CSR is a report of an individual study of an investigational medicinal product, in which the
clinical and statistical description, presentations, and analyses are integrated.

The CSR must be submitted within 30 days after the day the marketing authorisation has been
granted, the procedure for granting the marketing authorisation has been completed, or the
applicant for the marketing authorisation has withdrawn the application. It is considered the end of

the clinical trial life-cycle in CTIS.

This step-by-step guide aims at explaining how to submit and update a CSR in CTIS. This
material serves as support documentation for Module 13: Clinical study reports
submission.

"| - « This section outlines the steps that users
Submit a CSR need to follow to submit new CSRs.

« This section outlines the steps that users

(l) ‘ Update a CSR need to follow to update a CSR.
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. Submit a CSR
Submit a

CSR

1. Select the *“New’ button displayed on the left of the screen.

Search >

2. Search the Clinical Trial (CT) to which the CSR corresponds.

Search Clinical Trials X

3. Select a CT from the results page and click on the ‘Confirm’ button.

EUCT Lead Member states Submission Decision
number Trial title sponsor Product concerned date date
[J 2021-500030- Trial test Test Test duct DE(Authorised) 03/03/2021 04/03/2021
26-00 rial tesf est org est produ GR(Authorised)
« 1 »
1-1 of1

4. Enter the trial number, populate the CSR form, upload the appropriate document(s) and
select the ‘Submit’ button.

Selected Clinical Trial * MAA procedurs outcome: *
Z020-300178-14-00 Vs -

Date of procedure outcome: * Procedure Type: *

Procedure number {MAA reference 1D): *

Related document{s): *
In order to complete the Clinical Study Report you need to upload at least one document.

Clinical Study Report Document(s)

& Add document

Close .

A new CSRs corresponding
# CTI S to an already existing trial want to cancel Users can

can be created and the submission, create CSR for
- - submitted from the Clinical they need to authorised
S |nS|g htS study reports tab using the select the trials only.

‘+ New’ button.

If the users

button ‘Close’.
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Update a CSR
Update a peees

CSR

1. Search the CSR to be updated.

Search v
EUCT = = = Trial title Status v
Number: o
MAA M Procedure Submission dd/mm/ | g dd/mm/ | @&
procadurs e — -

reference

2. Select the CSR and click on the ‘Update’ icon (pencil).

EU €T number Trial title Procedure number: Procedure outcome Submission date: Status

2020-500186-90-00 DO NOT TOUCH - SCENARIO 4 GROUP A_3 EMEA/H/C/111813/111 MA granted 15/12/2020 Submitted

3. Update the necessary fields (the fields marked with an asterisk (*) are required).

Clinical study reports
Business key: C52-0564 | Submission datez: 15/12/2020 | Status: Submitted

Selected Clinical Trial * MAA procedure outcomae: *
2020-500186-90-00 MA granted -
Date of procedure outcome: * Procedure Type: *

15/12/2020 !{j Centralised procedure =
Procedure number (MAA reference ID): * Justification

EMEASH/C/111111/111

Related document{s): *
In order to complete the Clinical Study Report you need to upload at least one decument.

Clinical Study Report Document(s)

ESRAI ] E ©

& Add document

English - Clinical study report (for publication) - System version 1
submission date 15/12/2020
+ Version 1 - 15/12/2020

4. Click on the ‘Update’ button and confirm the update.

Update Clinical Study =
Report

Are you sure you want (o update this
Clinical Study Report?

w Update

Users can save drafts of

# CTIS CSRs data can be uncompleted CSRs by selecting the
updated from the Clinical ‘Save’ button. They can access those
=3 A study reports tab using draft versions and complete them via

S |nS|g htS the ‘Update’ icon (pencil). the Clinical study reports tab or the

Trial results sub-tab of the CT Page.
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