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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 8 December 2023.

Previous issues of the CTIS Newsflash are available on the EMA website.

Winter clock stop
All timers within the evaluation of a clinical trial application will stop on 22 December 2023 at 23:59:59
CET and resume on 8 January 2024 at 00:00:01 CET.

Due to this winter clock stop, the timelines for the applications may be affected. More information is
available in the CTIS evaluation timelines document.

Tip for CTIS users

In case of unexpected downtime or issues with the system, users are advised to check the landing
page of the CTIS User Support Service for announcements or details.

Key updates

e Member State competent authorities for clinical trials and medical devices and the European
Commission have published information on the "COMBINE" project, which addresses the challenges
at the interface between the regulations on clinical trials of medicinal products, medical devices
and in vitro diagnostics.

e The latest KPI report with data from October 2023 on the implementation of the Clinical Trials
Regulation has been published on the ACT EU website.
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https://www.ema.europa.eu/en/news-events/publications/newsletters#clinical-trials-information-system-(ctis)-newsflash-section
https://support.ema.europa.eu/esc?id=emp_taxonomy_topic&topic_id=2111dcb6c39d9d10e68bf1f4e40131ee
https://health.ec.europa.eu/medical-devices-topics-interest/combined-studies_en
https://accelerating-clinical-trials.europa.eu/system/files/2023-11/ACT%20EU%20KPI%20Report_October%202023.pdf

Save the date: CTIS Bitesize talk on 29 November 2023

The last CTIS Bitesize talk of the year will take place on 29 November 2023, at
15:30 - 17:00 CET. The focus of this session will be on training materials, CTIS
pre-requisites and an update on the transparency rules. Participants submitted
their questions in advance up to 21 November via Slido with the code #bt29nov.

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

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 7 to 13 November 2023.
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The data presented below refers to the period from 14 to 20 November 2023.
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https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-training-materials-ctis-pre-requisites-updates
http://www.slido.com/
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

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.

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.
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https://euclinicaltrials.eu/website-outages-and-system-releases/
https://euclinicaltrials.eu/website-outages-and-system-releases/

Performance Member State API

- 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

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 Token-based authentication to improve security
Migration of CTIS to high availability data centres

completed

Improved search for organisations in OMS via
CTIS

Public Portal Information Security

- Analysis and design of new public portal
functionalities following the adoption of the revised
CTIS Transparency rules

- Revised transparency rules adopted by EMA - CTIS Multifactor authentication implemented

Management Board in October 2023 - 24/7 security monitoring of CTIS through EMA’s
Security Operations Center implemented

Stakeholder requests

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.

The monthly KPI reports on the implementation of the CTR, as well as the final guidance
document, annexes and Q&A on the protection of personal data and commercially confidential
information in CTIS can now be found on the ACT EU website, under the webpage Implementation
of the Clinical Trials Regulation.

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.
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https://ec.europa.eu/eusurvey/runner/2abb5ba8-0ec4-9979-b692-0c63f4508b9b
https://accelerating-clinical-trials.europa.eu/index_en
https://accelerating-clinical-trials.europa.eu/priority-action-areas/implementation-clinical-trials-regulation_en
https://accelerating-clinical-trials.europa.eu/priority-action-areas/implementation-clinical-trials-regulation_en
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

