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Record of updated versions
The table below describes the updated versions after CTIS go-live (January 2022):

2.1 Minor changes: Additional information on CTIS cross-system June 2024
button (Add).

5 New section: How to remove personal information from January 2023
properties of documents

1.4 Minor changes: Additional information in some CTIS cross- August 2022
system buttons (Update and Add).

Updated section: CTIS cross-system buttons (new format and
1.3 minor changes) May 2022

New section: Access and Practicalities

1.2 Training material version published at CTIS go-live. January 2022
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Guide on CTIS common features

This document outlines the main CTIS common features available across the various tabs in both
Authority and Sponsor workspaces. These features enable users to perform actions supporting their
day-today business throughout the life cycle of a clinical trial. Users will find a general description of
the characteristics of the buttons that support these features and some guidance for access and
navigation in CTIS. Some of the buttons described in this document are in document placeholders and
help users to manage the CTA documents. In the last section, users can find some indicative guidelines
on how to remove personal information from the properties of documents that are uploaded to their
trials in CTIS. The aim of this document is that users can quickly be familiarised with CTIS.

The document is divided in three sections:

This section outlines the characteristics of
CTIS cross- cross-system buttons (dependences, users’
system buttons permissions, similarities, and locations) and the

description of the most common buttons.

Access and This section outlines the CTIS access links and
Practicalities some guidelines for a proper use of CTIS.

How to remove This section outlines how users can remove

Personal_ personal information from properties of CTA
information . documents that they upload to their trials in

from properties

of CTA CTIS.

documents
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A group of buttons can be found across CTIS to support users’ main activities. These cross-system
buttons share a set of characteristics that will help users to understand their behaviour. Additionally, a
list of these cross-system buttons is detailed in section 1.2, where users can find for each one its
name, icon, and the feature it supports.

1.1. Characteristics of CTIS cross-system buttons

This section details the characteristics of the most common buttons available in CTIS. For a good
understanding of the buttons, it is important to note the following aspects:

During the users’ workflow, not all action buttons in the system are always available. Users need to
perform certain actions in order for the buttons to appear or become activated. For example, in some
workflow steps users need first to press ‘Share’ in order to be able to ‘Submit’, i.e. ‘Submit’ is
dependent on ‘Share’.

Sometimes these dependencies can be identified by the colour of the buttons. Some buttons change
colour once they become activated. For example, the colours grey and light blue indicate an
inactivated button and an action is needed to activate it. Once activated, the button will change colour
to blue (if previously grey) or dark blue (if previously light blue).

Some action buttons are available only to users with specific permissions. If a button is missing in the
workspace, it could be because the user lacks permission to perform that action and the button is
hidden. For example, only for a ‘submitter’ role can view the button to raise an RFI in the authority
workspace.

Some buttons, such as ‘Cancel’ and ‘Withdraw’, are illustrated with the same ‘cross’ icon but behave
differently.

Depending on the process and section, some buttons in CTIS can appear in different areas. For
example, when creating a Clinical Trial Application (CTA), ‘Check’, ‘Save’, ‘Cancel’ and ‘Submit’ are
always found in the upper side of the page. However, when submitting a Request for Information
(RFI), ‘Submit’ appears in the lower side of the page.
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1.2. Summary of main CTIS cross-system buttons

This section outlines the main CTIS cross-system buttons. Below an illustrative example of the
information to be detailed is shown:

button.

|
: Name to identify the
|

Explanation of the
button feature.

Search

Allows users to search and
retrieve clinical trials, clinical
trial applications, notices and
alerts, tasks and other

information across the system.

Check

Also ‘Accept’

Allows users to check whether
all mandatory fields have been
completed.

», Name

Icon <

; Feature

Description

Padlock

Allows users to lock a field in
CTIS and work on it. This
prevents other users from
accessing a field/subsection in
which other user is working.

Cross

‘Cancel’ or 'Withdraw’

Cancel an action and prevent
the changes from being saved
in the system before the
submission, or withdraw
information that was already
submitted to the system.

g - 1
Visual representation
1

|

of the button.

Save

Allows users to save their work
and makes it visible to others
who have been assigned the
necessary permissions in the
same workspace.

Upload

Also ‘Add’ or ‘Submit’

The same icon is used to allow
users to add documents into
the system and to progress
with submission.
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Allows users to download data
and documents that they have
permission to view.

This enables the user to
remove previously uploaded
information.

Allows users to share data and
documents with other Member
States within the workspace.

Allows users to edit the
documents and data before
submission.

This button is a cross system
functionality that appears after
uploading the first version of
the document intended for
publication. It is only available
in CTIS sections where the
documents to be uploaded are
published. The ‘add’ button
allows users to submit a
document version ‘not for
publication’.

Allows users to upload new
versions of a document once the
application and the documents
are submitted. It is not allowed
to update a new document to
replace the original one when
the CTA is still in draft. To
update a document in a draft
CTA, users need first to remove
it and then add a new
document.

Allows users to see the version
of documents, applications, or
records submitted.

1 With the implementation of the revised transparency rules, the plus icon button will be visible only to documents

subject to publication.
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2. Access and Practicalities

This section aims to provide users with access routes to the system and some good practice
recommendations.

2.1. Access

Clinical trials website

o]

o

Clinical trials

https://euclinicaltrials.eu/home

Workspaces and Public website

Sponsor Workspace Authority Workspace Public website

https://euclinicaltrials.eu/ct- = https://euclinicaltrials.eu/ct-  https://euclinicaltrials.eu/search-
sponsor-services/login authority-services/login clinical-trials-reports

2.2. Practicalities
Navigation

¢ Compatible browsers and internet connection: Users can use modern browsers such us
Chrome 88, Edge, Firefox to navigate through CTIS, however, Chrome is the most
recommended. For acceptable user experience, the Internet connection should support at least
3MBps download and 1MBps upload transfer rates. Higher network transfer rates are
recommended for optimal user experience.

¢ Navigation: If the users navigate between the public portal and the workspace, they will have
to log in to access the account again.

e Session timeout: If users stay more than 45 minutes idle, they will be logged out
automatically.
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https://euclinicaltrials.eu/ct-authority-services/login

e Blank users: Blank users need to log in first using small letters for the username (e.g. hu-
training instead of HU-Training).
e Search roles: Users can click on their username button at the top-right corner of the CTIS

interface and then click on ‘My roles’, then they have to press ‘Search’ in order to view the
roles as the system does not display then by default.

e Edition: Users can complete and/or update any section by clicking on the 'Padlock’ button.
Once they have finished editing the section, they need to click on the ‘Padlock’ button again to
save the changes and make them visible to other users. If a user locks a section, this section
cannot be accessed by others, however, in case the user stays more than 45 minutes idle, it
will be logged out automatically.

e Mandatory fields: users can find an asterisk every time a field/section is mandatory. For
more information, please refer to the Checklist of required field per application type document
of Module 10.

¢ Fields update: Users can refresh the CTIS page to view the latest updates in the process.

¢ Numeric fields: Users can complete numeric fields (e.g. dose) with a maximum of two
decimal and separated by a dot (.).

¢ Documents upload: Users can upload documents using any external/internal/cloud storage
location and using an appropriate dialog box or the drag-and-drop upload functionality.

¢ Documents size: Documents to be uploaded to the system must have a maximum size of 50
MB. However, documents related to ASR process have a maximum of 10 MB.

e Document name length: The name of the documents can be a maximum of 100 characters.
No special characters (/,.;]|) allowed.

e CTIS storage: The system allows for storage of clinical trial data with a maximum size of 220
GB.

e Sponsors data fields: The CTIS Structured data form Instructions document provides
guidance on the data fields sponsors will fill in CTIS when creating an initial application (IN), an
additional MSC application, a Substantial Modification (SM) and a non-substantial modification
(non-SM).
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https://www.ema.europa.eu/en/documents/other/checklist-required-fields-application-type-ctis-training-programme-module-10_en.pdf
https://www.ema.europa.eu/documents/template-form/clinical-trial-information-system-ctis-structured-data-form-initial-application-additional-member_en.xlsx

3. CTIS How to remove personal information from
properties of CTA documents

Users need to upload many documents, WORD files or PDF files, in their trials submitted via CTIS.
After preparing the documents in their computers and before uploading them to their trials in CTIS,
users need to make sure that they have removed any personal information from the properties of
their documents. Users can follow some simple steps to remove the data from the properties of their
documents. Be aware that the steps, described below are indicative and might differ from user to
user, depending on the application they use.

3.1. Removing personal information from properties of word files

Personal information might be saved in the properties of a word document. Users can remove it
before uploading the file to their trials in CTIS, by following the steps below:

1. Click on the ‘File’ tab of the word document and then on the ‘INFO’.

gSave (@ o) 50 =

1
File Home Insert Design
ETI] _._!. Verdana -9 od I | p Searcl
Paste 2 : 7
= B I U b X, X
Recent  Pinr

D Name

2. Click on the ‘Check for Issues’ drop-down list, found on the ‘Inspect Document’
section, and select ‘Inspect Document’ option.

@ Inspect Document

Befare publishing this file, be aware that it contains:
Check for ®  Docurnent properties and authar's name
Issues v

E Inspect Document
@ Check the document for hidden properties
or personal information.

D Check Accessibility
T-‘c:f Check the document for content that people
with disabilities might find difficult to read.

@ﬁ Check Compatibility
.~ Check for features not supported by earlier
versions of Word.

o | W] There are no unsaved changes.
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3. Make sure that ‘Document Properties and Personal Information’ option is ticked in,

and then click on the ‘Inspect’ button.

Docurment Inspector 7 Y

To check the dooument for the selected content, dick Inspect.

4] iComments, Revisions, and Versions]
Inspects the document for comments, versions, and revision marks,

E Document Properties and Personal Information
Inspects for hidden metadata or personal information saved with the document,

4 Task Pane Add-ins
Inspects for Task Fane add-ins saved in the document.

4] Embedded Documents

Imspects for embedded documents, which may incdude information that's not visible in
the file.

] Macres, Forms, and ActiveX Controls
Inspects for macros, forms, and Activel cantrols.

1 mk

Inspects the document Tar Ink.

b4 Collapsed Headings
Inspects the document for text that has been collapsed under 3 heading.

4. Document inspector will run and if personal information is found on the properties of the
document, an exclamation mark and a ‘Remove all’ button will appear on the

‘Document Properties and Personal Information’.

Document Inspector
Review the inspection resuls.
() Comments, Revisions, and Versions

Ho items were found,

| Document Properties and Personal Information
The follewing document information was found:
* Document propertiss

Decument Inspector ? x « Authar
: () Task Pane Add-ins
Currently running Inspector 10 of 10: ‘e did not find any Task Pane add-ins.
Hidden Text
I () Embedded Documents

Mo ¢mbedded documents were found,

Cancel () Maros, Forms, and ActiveX Controls
- = Ho macros, Tarms, or Active) conbrols were found.

() Collapsed Headings
Ho collapsed headings were found.

() Custom XML Data
M oustom XML data was found,

/b, MNote: Some changes cannot be undone.

Remaove All

5. Click on the ‘Remove all’ button. A green tick sign will appear on the ‘Document
Properties and Personal Information’ section indicates that personal information has

been removed.
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3.2.

Document Inspector

Review the inspection results.

i

Comments, Revisions, and Versions
Mo items were found.

Document Properties and Personal Information
Document properties and personal information were successfully removed.,

Task Pane Add-ins
‘We did not find any Task Pane add-ins.

Embedded Documents
No embedded documents were found,

Macros, Forms, and ActiveX Controls
Mo macros, forms, or ActiveX controls were found,

Collapsed Headings
No collapsed headings were found.

Custom XML Data
Mo custom XML data was found.,

1.

i. Note: Some changes cannot be undone.

6. Save the document. Now you are ready to upload the document to your trial in CTIS.

Removing personal information from properties of PDF files

Users are advised to remove the personal information from the properties of word files before
converting them to PDF files. By doing so, users most probably won't find any personal
information in the properties of the PDF files, unless the application they used for the
conversion maintains any personal data in the resulting PDF file (i.e. a username that might be
indicative of the user’s full name). Therefore, users are advised to check the properties of their
PDF files even after having removed any personal information from the properties of the
sourcing word files, by following the steps below:

Open the PDF file, click on tab ‘File’ and then on ‘Properties’.
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2] 0 Partl_CT_Protocol.pdf - Adobe Acrobat Pro DC (32-bit)

cdit  Wiew I:_-.:-I;:II. Window Halp

7 Dpen.. Ctrl+D
f_% Create ¥
nsert Pages b
Save As.. Shift+Ctrl+5
Save as Other L I
E RBeduwce File Sige I
Exporg To ¢ |
= I
Profect |.'_.|:':_| Pazsword
K
I'_T'l Share File
[__;:-.,:. File Crel+W
Froperties Ctrl+D
B Print Ctrl+P

2. The ‘Document Properties’ window will pop up. Click on the tabs ‘Description’ to
see if any personal information is included in the document properties. Edit the
fields that have any personal information appropriately. Please be aware that
additional fields can be seen if you click on the ‘Additional Metadata’ button.

Desingtien | Spogrty Fosts  bsial View  Cuitem  Advesced

Rl PN CT Frosscolpd

Eile Miroroh Ward - 0 Pant1 O Frotecoldon

fumbe [name ard pumame

Suite
Eapacadn
Createct 17012823 140428 Edddrzns Melsdits
Moddad 100 Tdi4le
Applaigtogen  Plaiptlodll esn 300

3. Click on the ‘Custom’ tab, to see if any personal information can be found in the
listed properties. If yes, select one the properties that contain personal
information, to activate the ‘Delete’ button and click on it, to remove the
selected property from the listed ones. You will need to repeat the step for any
other property that might have personal information.
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Diecurnent Properties =

Description  Security  Fonts  Initial View Custom Sidvanced

Custarn Properties
Marme I B
Value: | Delete
Hame Value ~|
MSIP_Label_Deesllca-dd17-4147-B0ed-01a5... Oeeallca-dd17-4147-80ed-01a58412c458 Select
| MSIP_Label Oeeallca-ddlT-4147-80ed-01a5... Standard t- -th
| MSIP_Label Deeat lca-d417-4187-80ed-01a5... true properaes wi
| MSIP_Labal Deealca-o417-4147-B0ed- 0135, 2 personal
| MSIP_Label_Deea’ 1ca-d417-4147-80ed-01a... 761d0d3- To75-4a90-8236-313aad3eeda ) A
| Company information
Comments.
L* »

You can add custom properties to this dooument. Esch custom property requires.
.} aunique name, which must not be one of the standard property names Title,
IHI Author, Subject, Keywords, Creator, Producer, CreationDiate, ModDate, and
Trapped.

4. Save the PDF document. Now you are ready to upload the document to your trial
in CTIS.

Note: You will need to open the PDF files with an application that is not just reader, to be able to
edit the fields with personal information.
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