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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
Other Issues

Functional Improvement

A.

Application creation/preparation of documents and data

Fixed an issue where a draft Non-Substantial Modification (NSM) incorrectly cloned Part
I and/or Part II data from the latest submitted clinical trial application. The cloning
logic has been updated to ensure that the respective part is cloned now from the latest
authorised application. [ADO 300374] [PRB0042857]

Fixed an issue where NSM containing Part I changes were not carried forward to
subsequently created applications (SM Part I, SM Part II, SM Part I&II, or AMSC). The
cloning logic has been updated to treat an NSM as a valid source for the respective
parts, instead of cloning from the most recently authorised application preceding the
NSM (e.g. IN, SM, or AMS). [ADO 307197] [PRB0043045]

Fixed an issue where Sponsor users could not submit a “Restart of Recruitment”
notification for an MSC that had been added as an Additional MSC (AMSC) when the
restart date was more than two years after the authorisation of the Initial Application
(IN). The system now allows Sponsor users to submit this notification beyond two years
from the Initial Application authorisation, regardless of whether the MSC was included
in the original IN or added later through an AMSC. [ADO 302932] [PRB0041979]

. Other Issues

Fixed an issue where an Authority user could not search and add a Sponsor for non-EU
clinical trials when creating an inspection record. The system enables the Authority
user to add the sponsor of the non-EU trial in the inspection record by searching in
OMS and CTIS, or creating it locally. [ADO 302942][PRB0043114]

An improvement has been implemented to allow the Authority users to associate trials
to the Inspection regardless of the trial status. Previously only authorized trials could
be linked to the Inspection. [ADO 300380] [PRB0043115]
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