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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:

e Communication between sponsors and Member States
e Other issues

Functional Improvements

A. Communication between sponsors and Member States

e Fixed an issue where some sponsor users were unable to load the expected RFIs in the
RFI tab. Sponsor users with the appropriate roles should now correctly see the RFIs to
which they have view permissions. [ADO 266450] [PRB0042582]

B. Other issues

e Fixed an issue where the “Submit Validation Decision” task for authority users,
triggered by the submission of an Initial or Substantial Modification application, did not
expire after the due date. This task now expires once the due date has passed,
preventing validation RFIs from being raised beyond the “Submit Validation Decision”
due date and allowing the generation of the assessment tasks as expected. [ADO
221031] [PRB0041866],

e Fixed an issue where the “Submit Part II Conclusion” task for authority users, triggered
by the submission of an Initial or Substantial Modification application, did not expire
after the due date. This task now expires once the due date has passed, preventing
Part II RFIs from being raised beyond “Submit Part II Conclusion” due date and allowing
the generation of the “Authorise” task as expected. [ADO 221031] [PRB0041545]
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