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Introduction

This document outlines the latest updates to the CTIS system, including the secure Sponsor
and Authority workspaces, and to the Clinical Trials website. Updates may include
improvements to existing features and functionality, the addition of new features and
functionality and technical improvements, such as improvements to system performance.

In this release, improvements have been made for:

Application creation/preparation of documents and data
Authorisation and supervision of clinical trials
Communication between sponsors and Member States
Publication

Functional Improvements

A.

Application creation/preparation of documents and data

Fixed an issue where a Sponsor user was unable to upload Proof of Payment (PoP)
within a Substantial Modification (SM) when a clinical trial was temporarily halted due
to an impact on the benefit-risk balance. The system now allows users to upload Proof
of Payment either in the SM form section when creating the application or updating
through RFI response. [ADO 292777] [PRB0040998]

. Authorisation and supervision of clinical trials

Fixed an issue, involving only few specific MSC, where an Authority user with the
Assessor Part II Submitter role was unable to complete the Submit Part II Conclusion
task when there were unaddressed considerations in another MSC. The system now
allows the Authority user to complete the Submit Part II Conclusion task, provided
there are no pending RFIs requiring a response and no shared consolidated
considerations awaiting to be addressed in their Member State. [ADO 292731]
[PRB0042707]

Communication between sponsors and Member States

Fixed an issue where sponsor users were unable to update the number of subjects as
part of an RFI response. The system now allows sponsor users to successfully update
the number of subjects for all application types (IN, SM, and AMS) when using the
“Change application” button while responding to a validation or assessment RFI. [ADO
292771] [PRB0040432]

An enhancement has been introduced enabling Sponsor and Authority users to receive
Notices & Alerts (N&As) via email, in addition to viewing them in CTIS. This feature is
controlled through a new opt-in setting in the Personal Profile ("Receive notices and
alerts via email”). By default, users are opted out, and the setting applies to all N&As
based on the user’s roles. Email notifications are delivered through a daily overnight
batch process, covering all N&As issued the previous day, while official communications
remain accessible in CTIS. A disclaimer notes that email delivery cannot be fully
guaranteed, and a banner on the N&A page informs users about the opt-in option.
[ADO 303721]

Fixed an issue where a draft End of Recruitment (EoR) date created by a Sponsor user
was incorrectly displayed in the Notifications tab for both the Sponsor and MSC, even
though no End of Recruitment notification had been submitted. The system now
ensures that the date is only shown in the Notifications tab once an End of Recruitment
notification has been formally submitted. [ADO 300322] [PRB0041576]
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D. Publication

e An improvement has been implemented to display the language of documents in the
CTIS Public Portal. The document language, already maintained as metadata in CTIS,
is now exposed to end users and consuming systems through a new ‘Language’ column
in the trial documents and trial results screens. This allows users and downstream
systems to clearly identify the language of published documents without relying on
document titles. The change applies to all documents subject to publication and has
been applied retroactively to already published documents. [ADO 260631]
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