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Learning Objectives

® Remember what a Transitional trial is.
e Understand how to submit a Transitional trial.
® Understand how to submit notifications and clinical trial results for a Transitional trial.

® Understand the roles and permissions involved.

© European Medicines Agency, 2024

Reproduction and/or distribution of the content of these training materials for non-commercial
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The European Medicines Agency developed this training material to enhance public access to
information on the Clinical Trial Information System (CTIS). This material describes a
preliminary version of CTIS and may therefore not entirely describe the system as it is at the
time of use of this material. The Agency does not warrant or accept any liability in relation to
the use (in part or in whole) or the interpretation of the information contained in this training
material by third parties.
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| Introduction

CTIS enables sponsors to fulfil their responsibilities for collecting, recording and submitting data
for Transitional trials conducted in the EU/EEA. As of January 31st, 2022, the Clinical Trials
Regulation (EU) No 536/2014 (CT Regulation) repealed the Clinical Trials Directive 2001/20/EC
(CT Directive), initiating a 3-year transition period ending on 30 January 2025.

Clinical trials authorised under the CT directive, foreseen to be ongoing in at least one EU/EEA
Member State beyond 30 January 2025, should be transitioned to CTIS.
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Sections of this quick guide

This quick guide is structured in three sections:

Overview of Create, submit

Transitional and search
trials Transitional
trials
Guide sponsor users on the management
of Transitional trials and the process of Steps to create, submit and search a
creating and submitting a Transitional Transitional trial.
trial.
Roles and

0N o
permissions
L2)

Overview of the roles and permissions
involved in the Transitional trial
processes.



Overview of
Transitional
trials

E

Sponsors are advised to
schedule their transition
application submission
early enough, in order to
ensure continuity of the
trial beyond January 31,
2025, taking into
account the statutory
holidays and the two-
week winter clock-stop.

insights

Three types of applications

are available for the
submission process for

trials conducted in the EU.

On January 31, 2025, the sponsor should have transitioned to CTIS any ongoing
trial authorised under CT directive.

Sponsor organisations are advised to consider whether a trial needs to be
transitioned. Sponsors must transition a trial from EudraCT to CTIS if at least
one of the following conditions is fulfilled:

e the trial authorised under the CT directive is going to be submitted to an
additional EU/EEA member state(s).

e the EudraCT trial completion date is expected to be after 30 January 2025.
In addition, only trials that meet the following criteria can be transitioned:

e Interventional clinical trials in humans.

e Involve at least one site in the EU/EEA where the trial is still ongoing.

¢ No notification has been submitted regarding whether the trial has ended
in the EU/EEA.

Trials that are foreseen to be completed by 30 January 2025, and that are not
including additional EU/EEA Member States after 30 January 2023, remain in the
EudraCT database and do not need to be transitioned to CTIS. If an end of trial
notification has been submitted in all EU/EEA member states, but the global end of
the trial has not been notified, the trial does not need to be transitioned.
Global end of the trial and trial summary results should be uploaded via EudraCT.
For more information on other cases where trials do not have to be
transitioned, users can refer to the FAQs document of this module available on
the EMA website.

The CT Regulation introduced a harmonised procedure for the submission and
assessment of CTAs. The sponsor can request to conduct a clinical trial by
submitting an Initial CTA. Once authorised by the Member State Concerned (MSC),
the sponsor can submit an additional MSC and/or a substantial modification
applications.

In order to transition a trial from EudraCT to CTIS, an Initial CTA marked as a
Transitional trial must be submitted. When preparing a transition application,
sponsors may consult the document CTIS: how to get started and how to transition
a trial to retrieve a useful collection of training and reference documents.

For more information on how to manage other types of CTAs, users can refer to
the eLearning material of Module 10 (Create, submit and withdraw a clinical trial).



https://www.ema.europa.eu/documents/other/faqs-transition-trials-eudract-ctis-ctis-training-programme-module-23_en.pdf
https://euclinicaltrials.eu/documents/20482/2813837/CTIS%20how%20to%20get%20started%20and%20how%20to%20transition%20a%20trial.pdf/CTIS%20how%20to%20get%20started%20and%20how%20to%20transition%20a%20trial.pdf
https://euclinicaltrials.eu/documents/20482/2813837/CTIS%20how%20to%20get%20started%20and%20how%20to%20transition%20a%20trial.pdf/CTIS%20how%20to%20get%20started%20and%20how%20to%20transition%20a%20trial.pdf
https://www.ema.europa.eu/en/learning-module/create-ct-application/story.html

Create, submit,
and search
Transitional
trials

A set of buttons and
tabs are available on
CTIS allowing the
sponsors’ workspace
users to create and
submit transitional
trials.

#CTIS
= Insights

The 'Create new trial'
pop-up window includes
the option to indicate
that it is a Transitional
trial.

How to create a Transitional trial

In order to transition a trial from EudraCT to CTIS, an Initial CTA marked as a
Transitional trial must be submitted. In the CTIS 'Clinical trials' tab, users can
create a Transitional trial by clicking the 'New trial' button at the bottom-right
corner.
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Clinical Trials

Enter EU CT number or use advanced search

Trial Advanced Search »

Application Advanced Search ~

+ New trial

A pop-up window opens and users can populate all the required fields, such as the
trial 'Full title' and the organisation details, where users can search for the sponsor
organisation or create a new one. Once the required fields are populated,
users must click on the 'Transitional trial' checkbox and then on the 'Create’
button to create a draft Transitional trail. This enables a new field in the form
section that allows users to link the EudraCT number data to the trial. If users
do not select the checkbox, they need to cancel the CTA and create a new one.
The EudraCT number cannot change after the Transitional trial is submitted.

Create new trial
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Spain
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Once the draft Transitional trial application has been created, users can start
populating the required fields of the sections 'Form', 'MSCs', 'Part I' and 'Part II'.
In order to populate a field, users can click on the 'Padlock’' button in each sub-
section, and fill in the details.



Create, submit,
and search
Transitional
trials

On the Form section of the CTA page, in the ‘Transition trial’ sub-section,
sponsor users can include the relevant EudraCT number for that
respective Transitional trial. This sub-section is only available when a
user has marked the 'Transitional trial' checkbox when creating the CTA. To
add the EudraCT number, users can click on the '+ Add EudraCT Trial' button,
then search the respective trial via the search bar, select the EudraCT trial
number, and then click on the 'Add EudraCT Trial' button. The EudraCT number
cannot change after the Transitional trial is submitted.

Transitional trial test 2072 5009683600 Initial 10: 1
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Users must fill in all
mandatory data and
documents required in
CTIS, even if those were
not a requirement under
the CT Directive.

In Part I, in the
‘Estimated Start of
Recruitment date’ field,
the user can select the
start date of the trial
(that can be in the past)

#CTIS
= Insights

Users can upload a blank
document to continue the
creation of a Transitional
trial application if a
document was not a
requisite under the CT
Directive, but it is
mandatory to be submitted
for the application in CTIS.
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On top of the EudraCT number, a checkbox indicating that the trial is
Transitional is ticked by default. Users can untick it and the 'Confirmation’
button to make the trial no longer treated as a Transition trial. This action cannot
be undone and will make the "Transitional trial' section no longer available within
the 'Form' section, and all possible data uploaded within that section will be

erased.

Users can populate the rest of the CTA sections and check that all information
has been populated correctly by clicking on the 'Check’ button. If everything is
correct, it can be saved and then submitted. The system will highlight the
sections where mandatory data or documents are missing. The draft Transitional
trial cannot be submitted if any mandatory fields or documents are not filled in or

uploaded.

Test trial 2022-500081-83-00 / Initial io: v (IS
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Cover letter

Transition Trial

Transition Trial
EUDRA CT number *

EUDRA CT number may not be empty.

For more information on how to submit trials, users can refer to the eLearning
material of Module 10 (Create, submit and withdraw a clinical trial) available on

the EMA website.


https://www.ema.europa.eu/en/learning-module/create-ct-application/story.html
https://www.ema.europa.eu/en/learning-module/create-ct-application/story.html

Create, submit,

and search
Transitional
trials

The trials that are
transitioned to CTIS have
already been authorised
under the CT Directive.
MSCs may therefore
choose to authorise the
trials within or in less
than 60 days. The
expedited timeline for
the transition
procedure of minimum
dossiers for
multinational trials
restricted to
documents already
approved under the
CTD is estimated to be
a maximum of 22 days

insights

Users can also access RFIs
through the 'Notices &
alerts' tab and the 'RFI'
tab.

Once users fill in all mandatory fields and upload documents as applicable, users
can submit the Transitional trial by clicking on the 'Submit' button and the
'Confirmation' button.

Clinical trials  Notices & alerts @ RFI  User administration
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The trials that are transitioned to CTIS have already been authorised under the CT
Directive. Member States Concerned (MSCs) may therefore choose to authorise
the trials within or in less than 60 days. The Guidance for the Transition of clinical
trials from the CTD to the CTR available on Eudralex vol 10, sets an expedited
timeline for the transition procedure of minimum dossiers for
multinational trials restricted to documents already approved under the
CTD estimated to be a maximum of 22 days provided that no RFI have to be
sent: 10 days (validation phase without Request For Information) + 7 days
(assessment phase provided no RFI is needed) + 5 days (decision).

However, MSCs can create Requests for Information (RFIs) on the Transitional
application, if clarifications are required. This would lead to increase the
assessment duration of a maximum period of 106 days, or longer to comply with
the MSC calendars. Therefore, sponsors are advised to submit their
Transitional trials to CTIS early enough before the end of the transition
period. Once a trial has transitioned to CTIS, all the CT Regulation requirements
will apply from the date of authorisation of the transition application under the CT
Regulation.

Sponsors can access the 'Evaluation' section of a CTA page to access possible
RFIs from MSCs about information that needs to be clarified in the context of the
Transitional trial or other types of CTAs. For more information on how to respond
to RFIs, users can refer to the materials of Module 11 (Respond to requests for
information received during the evaluation of a CTA) available on the EMA website.
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After a decision has been issued upon by the MSCs, the new publication rules
of the CTIS applied. Sponsors are advised to monitor whether the EudraCT trial
status has been marked as ‘Trial now transitioned’, through checking the relevant
EU Clinical Trial Register trial page and liaising with the relevant MSs where the
trial was authorised under the CT Directive. For more information, users can refer
to the FAQs document of Module 10 (Create, submit and withdraw a clinical trial)
available on the EMA website.



https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-ctis-online-modular-training-programme#ecl-accordion-header
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-ctis-online-modular-training-programme#ecl-accordion-header
https://www.clinicaltrialsregister.eu/ctr-search/search
https://www.ema.europa.eu/en/documents/other/faqs-how-create-submit-withdraw-clinical-trial-application-ctis-training-programme-module-10_en.pdf

Create, submit,

and search Search Transitional trials

Tra nS|t|0na| There are two advanced search functionalities that allow users to search for

trials Transitional trials. In the 'Clinical trials' tab users can open any of the searches,
click on the 'Transition trial' criterion, insert the EudraCT number, and click on the

'Search' button. For more information on how to search for clinical trials and
access them, users can refer to the Quick guide of Module 9 (Search, view and
download a clinical trial and a clinical trial application) available on the EMA

website.
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Clinical Trials

Users can search a
Transitional trial directly
with the EudraCT
number using any of the
Advanced searches.

Trial
advanced
search

Trial Advanced Search =

Application Advanced Search =

Application
advanced
search

Trial Advanced Search =

Transition Trial

Transition
trial
criterion

EUDRA CT number

Once users access a Transitional trial, in the summary sub-tab of a Transitional
trial page, there is a label on the trial information outlining 'Yes' when it is a
Transitional trial. If the trial is not a transitioned trial, the label shown is 'No'.

Summary Full Trial Information Notifications Trial resuits Corrective measures Ad Hoc assessments

TRIAL INFORMATION
# ‘ | I S Sponsor Panpharma Member states concerned AT - ES + FR
H Ph logy (Phase 1)- Fi
Trial phase uman Pharmacology (Phase I)- First administration to Medical conditions rest
- - humans
(- I n S I g h t S Therapeutic area Diseases [C] - Bacterial Infections and Mycoses [C01] Low intervention study Yes
/) Fin Yes Population type Healthy Volunteers
Start of trial 31/03/2021

Medical device No
Transitioned trial Yes
IMP

Users can check if the trial
is transitioned by viewing
the label on the summary

page.


https://www.ema.europa.eu/en/documents/other/quick-guide-how-search-view-download-clinical-trial-clinical-trial-application-sponsors-ctis_en.pdf
https://www.ema.europa.eu/en/documents/other/quick-guide-how-search-view-download-clinical-trial-clinical-trial-application-sponsors-ctis_en.pdf

Submit
notifications

Trial and Recruitment period
notifications enable sponsors
to inform MSCs of relevant
moments during the
conduction of a CT.

#CTIS
S Insights

For trials already
transitioned in CTIS, the
sponsor users may
submit a 'Start trial’
notification with a trial
start date in the past and
prior to the authorisation
date recorded in CTIS.

Submit notifications

Users can submit trial and recruitment period notifications through the
'Notifications' tab on a clinical trial page once the Transitional trial has been
authorised by the MSCs. For Transitional trials, unlike non-Transitional
Initial CTAs, the sponsor users may submit a 'Start trial' notification with a trial
start date in the past and prior to the authorisation date documented in CTIS, as
in fact the application was already previously authorised under the regime of CT
Directive.

Natifications Tral results Corrective measures Ad Hoc assessments

"""""""""" PP N o - o
EEA and Global
End of trial EEA Submitted on
End of trial Global Submitted on
Unexpected Event o
r——

For more information on how to submit notifications; and the differences between
trial submission date, authorisation date, trial start date, and notification
submission date, users can refer to the eLearning material of Module 05 (Manage
a clinical trial through CTIS) available on the EMA website.



https://www.ema.europa.eu/en/learning-module/manage-ct/story.html
https://www.ema.europa.eu/en/learning-module/manage-ct/story.html

Roles and
permissions

CTIS is a role-based
system that enables
users to perform
different actions
depending on the
permissions attached to
the roles assigned to
them by a user from
their organisation with
administrator
permissions.

#CTIS
insights

q

Sponsors have the
possibility to manage
the roles and
permissions for each
Transitional trial.

Roles and permissions

From the CTIS 'User administration' tab, users can manage the roles and
permissions assigned. Users can search for users with already assigned roles by
using the basic and advanced searches. Users can assign new roles by clicking the
'Assign new role' button on the right side of the page. For more information, users
can refer to the materials of Module 07 (Management of registered users and role
matrix) available on the EMA website.

Clinical trials  Notices & alerts @ RFI § User administration
— User administration
Administration of users tab

Search Results
Showing 1- 7 of 7 items 10f 1 pages 1
sortby: 18 Creation Date v ‘ v Approve ‘ CEEEMIRRREEY | Assion new roLE
O ctuatssi UAT.CTb003f@ext-test.ema.europa.eu Role: creation date: Assesment date: Authorised from: Authorised to:
T Admin 18/01/2022 18/01/2022 18/01/2022
EUCT Number:  2022-500301-41-00

ame:  ABM Stabtest Labor Fur Analytik Und Stabilitatsprufung GmbH

Organisation 1d:  ORG-100011546

In relation to the Transitional trials processes, only certain roles may view,
update or submit one. The CT Admin and Application Submitter are the only two
roles that can create and submit a Transitional trial.

Create and submit a Transitional
trial; view form section; submit,
update and withdraw summary of
results and layperson summary of
results.

CT Admin
Application Submitter

Part I (exc. Q-IMPD)
Part II Preparer Edit a draft CTA
Q-IMPD Preparer
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https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-ctis-online-modular-training-programme#ecl-accordion-header
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-ctis-online-modular-training-programme#ecl-accordion-header
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Send a question

Clinical Trials Information System (CTIS).
Quick guide: Transitional trials from EudraCT to CTIS (Sponsor users).
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