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CTIS newsflash – 4 August 2023 
 

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

The next issue will be circulated on 18 August 2023. 

Key updates 

• Member state users of CTIS Business Intelligence (BI) and EudraCT BI are advised that both 
systems will be unavailable on the weekend of 5-6 August 2023 due to essential maintenance. 

• EMA has launched a public consultation on the draft reflection paper on the use of artificial 
intelligence (AI) to support the safe and effective development, use and regulation of human and 
veterinary medicines. Stakeholders are invited to provide their feedback until 31 December 2023. 
A joint HMA/EMA workshop will take place on 20-21 November 2023 to further discuss the topic. In 
case of questions on the paper, please contact AIreflectionpaper@ema.europa.eu.   

Spotlight: Improved user experience when searching for organisations in OMS via CTIS  

In order to add an organisation to a draft application or notification in CTIS, users search for and select 
the organisation via an interface to the Organisation Management Service (OMS).  Heavy overall use of 
OMS impacts the user experience in CTIS. 

With the aim to improve speed and reliability of the search for organisations in CTIS, a new process 
has been activated to create an ‘OMS cache’, i.e. a copy of OMS data that will be available locally in 
the CTIS server. 

Under the new process, data is exported from OMS and imported to CTIS daily at 06.00 Amsterdam 
time. Organisations newly approved in OMS only appear in the CTIS search results one business day 
after users receive an email confirming the OMS registration.  

The OMS cache, activated on 1 August 2023, enables faster, more reliable search for users adding 
organisations in CTIS.  

https://www.ema.europa.eu/en/news/reflection-paper-use-artificial-intelligence-lifecycle-medicines
https://www.ema.europa.eu/en/news/reflection-paper-use-artificial-intelligence-lifecycle-medicines
https://www.ema.europa.eu/en/events/joint-heads-medicines-agencies-hma-european-medicines-agency-ema-ai-workshop-smart-regulation
mailto:AIreflectionpaper@ema.europa.eu
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Save the date: CTIS Bitesize talk on 30 August 2023 

On 30 August 2023, EMA is hosting a CTIS Bitesize talk at 15:30 – 17:00 CEST. 
The talk will focus on how sponsors can prepare for the submission of partial 
initial applications when all Member States Concerned (MSC) receive part I of 
the dossier and some/none of the MSC receive part II of the dossier.  

Participants will be able to submit their questions in advance between 7-22 
August or during the event via Slido with the code #bt30aug.  

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 18 to 24 July 2023.  

 

 

The data presented below refers to the period from 25 to 31 July 2023.  

https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-part-i-only-applications-part-ii-requirements
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 25 July 2023, introducing several improvements to enhance user 
experience:  

• Sponsors are now able to assign the “CT admin” role to a user for two different organisations, i.e. 
with different organisation IDs, that share the same name, simultaneously or one by one.   

• In the Annual Safety Report (ASR), Member States are now able to assess the response to 
Requests for Information (RFIs) and submit their comments successfully.  

• The notice “Considerations due” in the Validation phase is now only received by the Member State 
Concerned (MSC) that can document considerations.  

• In the tasks “Re-express willingness/unwillingness” and “Agree RMS”, the system no longer 
displays "tacit unwilling" for some MSC before the due date.  

• The decision drop-down values are now shown correctly in the “Authorise” task of the Additional 
Member State application, when the Part II conclusion is acceptable with conditions.  

• Users from a Member State Concerned where the initial application was lapsed, not authorised or 
withdrawn are now able to complete the “Authorise” task without issues.  

• The “Submit Part I Conclusion” task and “Authorise" task are now generated with the correct 
creation dates and due dates in cases where there is Consultation with Experts after the RFI 
creation.  

• After an RFI for Part I submission, the due date of the “Submit Part I Conclusion” task is now 
calculated correctly, taking into account the extension for the Consultation with Experts.   
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• In the “Supporting information documents” in Substantial Modifications under the “Form” section, 
the submission date in the “All documents” table is now correctly displayed.  

• Under the full trial information, the “Member State” drop-down list now displays all MSC allowing 
users to select and retrieve the latest authorised MSC information. 

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. 

 

 

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

• 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 
EudraLex volume 10; 

− in the best practice guide for multinational sponsors of transitional trials adopted by CTCG; and  

− under Module 23 of the CTIS online training programme. 

• The 15th issue of the Clinical Trials Highlights newsletter is now available. This is the first issue 
created in Newsroom, a modern and user-friendly platform used by European Institutions and 
agencies to create and disseminate information online. Subscribe to receive future issues. 

• The final guidance document and related annexes on the protection of personal data and 
commercially confidential information (CCI) in CTIS have now been published. The documents aim 
to assist sponsors and authorities in fulfilling the transparency obligations set out in the Clinical 
Trials Regulation (CTR). 

• 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. 

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. 

https://health.ec.europa.eu/latest-updates/guidance-transition-clinical-trials-clinical-trials-directive-clinical-trials-regulation-2023-07-19_en
https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/CTCG/2023_07_CTCG_Best_Practice_Guide_for_sponsors.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-ctis-online-modular-training-programme
https://ec.europa.eu/newsroom/ema/newsletter-archives/46813
https://ec.europa.eu/newsroom/ema/user-subscriptions/3201/create
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-training-support#protection-of-personal-data-and-commercially-confidential-information--section
https://ec.europa.eu/eusurvey/runner/2abb5ba8-0ec4-9979-b692-0c63f4508b9b
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

