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Introduction
This regular CTIS newsflash provides key updates on CTIS and links to useful reference materials.

The next issue will be circulated on 29 September 2023.

Key updates

e CTIS users are advised that the system will be unavailable on Saturday 16 September 2023 from
08:00 to 12:00 CET.

e The CTCG has published revised versions of the Best Practice Guide and cover letter template for
sponsors transitioning multi-national clinical trials to the Clinical Trials Regulation / CTIS.

Tip for CTIS users: Consult the lists of known issues

AN

Before submitting a ticket with the CTIS User Support Service, users are advised

to consult the latest lists of known issues for sponsors or Member States published

on Website outages and system releases. These documents outline the issues that

sponsor and authority users may encounter when using the CTIS secure
workspaces, with possible workarounds.

Updated CTR Quick guide for sponsors now available

The European Commission has published a new version of the CTR Quick Guide for sponsors. This
revised guide includes clarifications on how to submit the IMPD-Q (Investigational Medicinal Product
Dossier — Quality) on the manufacturing of the Investigational Medicinal Product at a decentral point of
care, at one of the clinical trial sites in the additional Member State.
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https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/CTCG/2023_09_CTCG_Best_Practice_Guide_for_sponsors.pdf
https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/CTCG/2023_09_CTCG_Cover_letter_template_Best_Practice_Guide_for_sponsors.pdf
https://euclinicaltrials.eu/website-outages-and-system-releases/
https://health.ec.europa.eu/system/files/2023-09/mp_ctr-536-2014_guide_en.pdf

Save the date: CTIS Walk-in Clinic on 20 September 2023

On 20 September 2023, EMA is hosting a CTIS Walk-in Clinic at 16:00-17:00 CEST.
Participants were able to submit their questions in advance starting 6 until 14
September via Slido with the code #clinic239.

For more information on previous training sessions, including supporting materials,
see: Clinical Trials Information System: training and support | European Medicines
Agency (europa.eu)

Quality improvement of substance data and potential impact on development products

Following the ongoing substance data quality improvement activities taking place in EMA’s Substance
Management System (SMS), development products registered in the Extended EudraVigilance
Medicinal Product Dictionary (XEVMPD) may have been updated and associated to an approved
substance data with a new EudraVigilance (EV) code.

If such a development product is updated in XEVMPD and referenced in a clinical trial application in
CTIS, an error message appears when submitting a subsequent draft application, when responding to a
Request for Information (RFI) with an update to the dossier, or when cancelling the application. This
error message reads: “The product(s) information has changed in the xEVMPD. Therefore, please
update this application to include the new product information”. As a consequence, the sponsor is not
able to submit the application or the response to the RFI, nor cancel the application.

In order to resolve the error, the sponsor needs to update the development product record in CTIS.
Please note that only the structured data should be updated, while the previously uploaded associated
documents will remain in the draft application unless they are proactively deleted by the user.

In order to update the unauthorised product, the sponsor needs to:
e identify the product requiring update;

e remove the development product (only the structured data);

e search for it using the updated substance EV code; and

e add the product in the application.

Current operational experience with CTIS

This section on weekly CTIS metrics provides key data and trends compared to the previous week.

The data presented below refer to the period from 29 August to 4 September 2023.
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https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-walk-clinic-september-2023
https://www.slido.com/?experience_id=15-a
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-training-support#training-and-information-events-section
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-training-support#training-and-information-events-section
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System improvements

A CTIS release was deployed on 2 September 2023, introducing several improvements to enhance user
experience:

¢ When creating organisations locally in CTIS, sponsors are now able to edit, as required, a previous
draft organisation created before submission, and successfully update these local organisations.

e Sponsors with a Q-IMPD (Quality-Investigational Medicinal Product Dossier) preparer role are now
able to upload quality documents in a draft clinical trial application without receiving an error
message.

e Sponsor users with a CT Admin role for specific trials combined with other non-quality-related
business roles for other trials now have access to the Final Assessment Report Part-I Quality only
for the specific trial of their CT Admin role.

e Sponsor users are now able to search, select and add organisations located in the United Kingdom
(Northern Ireland).

e During the assessment of Part I substantial modification applications, Member States are now able
to assess RFI responses until the due date of the related task.

e The impact of the implementation of the two-factor authentication on the Notices and Alerts has
been resolved, with Notices and Alerts now appearing correctly.

More information on the latest system improvements is available in the published release notes as well
as in the Lists of known issues and proposed workarounds.

EMA continues to closely monitor user feedback, working in collaboration with our stakeholders to
deliver further system improvements and enhance the user experience.

The dashboard below summarises the main improvement areas of focus for 2023 and the
improvements implemented.
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https://euclinicaltrials.eu/website-outages-and-system-releases/
https://euclinicaltrials.eu/website-outages-and-system-releases/

- Resolve timeouts for large, complex trials - Resolve current defects and resolve workarounds

- Improve transaction inefficiencies through code +« Improvements to add additional information
improvements and enable asynchronous processing - Token-based authentication to improve security

Lock removed in database enabling RFI - Correct setting of notifications for Next Page,
submission Last Page and total items attributes

Lock modified enabling submission of large initial - Enabling multiple MS APIs to coexist allowing
clinical trial applications Member States to adopt changes at their own

Improved processing of high demanding pace
functionalities such as creating SM and = Correct sorting of notifications
resubmission of trial

Migration of CTIS to high availability data centres
completed

Improved search for organisations in OMS via
CTIS

« Analysis of new public portal functionalities « Implement a 24 /7 security monitoring of CTIS
following the outcome of the public consultation on through EMA’s Security Operations Center
CTIS Transparency rules

. y :::‘I:lltl:l::gsultatlon (o (S T R e - CTIS Multifactor authentication implemented
Backlog Stakeholder requests
« 3 out of 5 disaster recovery scenarios implemented

- Anatomical Therapeutic Chemical Search enabled
- Improved generic organisation search

+ CTIS is a registered data provider for World Health
Organization (WHO)

- Download of documents improved

- Enabling selection of ‘Start recruitment’ date prior
to ‘Start of trial’ date in each MSC for multinational
and transitional trials

Reminders

e Sponsors can express their interest in gaining access to the CTIS Training Environment by
filling in the ongoing survey. The training environment is a simulation of CTIS used in production
and allows users to get familiar with system functionalities. Due to limited capacity, access to
eligible users is provided for a limited period of time. In addition, access is prioritised for
users/organisations with no previous access in the system.

e Additional guidance for sponsors transitioning trials from the Clinical Trials Directive to the
CTR/CTIS is available:

— in the Guidance for the transition of clinical trials published by the European Commission under
EudralLex volume 10;

— under Module 23 of the CTIS online training programme.

Sponsors are advised to raise a ticket with the CTIS User Support Service if they cannot find the
trial they wish to transition in CTIS when searching by EudraCT number.
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https://ec.europa.eu/eusurvey/runner/2abb5ba8-0ec4-9979-b692-0c63f4508b9b
https://health.ec.europa.eu/latest-updates/guidance-transition-clinical-trials-clinical-trials-directive-clinical-trials-regulation-2023-07-19_en
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-ctis-online-modular-training-programme
https://support.ema.europa.eu/esc?id=emp_taxonomy_topic&topic_id=2111dcb6c39d9d10e68bf1f4e40131ee

More information

Are you a sponsor user starting out with CTIS? Please consult the ‘Sponsor quick guide: Getting
started with CTIS’ or refer to the CTIS training material, including the new version of the ‘CTIS
Handbook for clinical trial sponsors’. The handbook provides useful information on how sponsors can
navigate CTIS to create and submit clinical trial information to the member states of the European
Union as required by the Clinical Trial Regulation (EU) No 536/2014.

Annex: Information on CTAs with a decision 15-28 August 2021

The data presented below refers to the period from 15 to 21 August 2023.
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https://www.ema.europa.eu/en/documents/other/getting-started-ctis-sponsor-quick-guide_en.pdf
https://www.ema.europa.eu/en/documents/other/getting-started-ctis-sponsor-quick-guide_en.pdf
https://euclinicaltrials.eu/training/
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-training-support#handbook-for-clinical-trial-sponsors-section
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-training-support#handbook-for-clinical-trial-sponsors-section

