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Learning Objectives

- Remember how to search for a Clinical trial and a Clinical Trial Application.

e Understand how to download information and documents.
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How to search, view and download a Clinical Trial and a Clinical
Trial Application

How to search, view and download a CT
and a CTA in the sponsor workspace

The search functionality enables users to retrieve Clinical Trials (CTs) and/or associated Clinical
Trial Applications (CTAs), view information, and download structured data and documents
associated with them.

The possibility to view and download CTs and CTAs data and documents will be limited to the
areas of action of each role assigned in CTIS. This information can be accessed through a CT page
and a CTA page.

The CT page sub-tabs provide additional information on aspects of the trial. This information will
be visible to the user according to the role assigned and include Summary, Full Trial information,
Notifications, Trial results, Corrective measures, Ad hoc assessments and Users.

The CTA page includes the information on the application, which users can view and manage by
navigating through the sections on the left of the page. These sections include Form, MSC, Part I,
Part II, Evaluation and Timetable.

This Step-by-step guide includes:

S h f This section outlines the steps that sponsor
earc ora users should follow to search for a Clinical trial
N CT and a CTA

or a Clinical trial applications.

This section outlines the steps that sponsor

users should follow to download information
when accessing a Clinical trial, a Clinical trial
application or a non-substantial modification.

. Download CT
of and CTA
information
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How to search, view and download a Clinical Trial and a Clinical
Trial Application

How to search for a clinical trial
| Search for a

CT / CTA

1. Users can open the ‘Clinical trials’ tab and select the search functionality. For a basic
search, users input the EU CT number.

Clinical trials  Notices & alerts @ RFI User administration

Clinical Trials

T number or use adva ] SEARCH

Trial Advanced Search =

Application Advanced Search =

7. For an advanced search, users input the criteria and click on the ‘Search’ button.

s m

How to view CT and CTA related information

1. On a search results list, users can click on the EU CT number to open CT page.

Search Results

Showing 1 - 16 of 36 items Results per page 10 v 1of 3 pages 1 2z 3
Setby: 1 Submission date - Display Options | J Downioag

Condition Spomear/Co Froduct Submission dste

w020
;;;;;;;;;

2. Users can scroll down on a CT page and open a CTA page by clicking on the CTA ID reference.

Clinical Trial for CTIS Training Demo
2021-500002-15-01 RMS:  Austris

Summary Full Trial Infermation Notifications Trial resuits Corrective measures  Ad NoC assessments users Inspections

(
8

= Scroll down to locate the CTA

"
"

APPLICATION AND NON-SUBSTANTIAL MODIFICATION

Type ID Parts MSCs Submission date Decision date
Initial IN Part I & Part II AT(Authorised) 03/03/2021 03/03/2021 + INFO
Part I & Part II DE(Authorised)

If the user clicks on the ‘Search’ In both advanced searchesl

#CTIS button of the Basic search users can specify multiple
Wlth%Ut Spﬁcéq_’lnghal’il: Erl‘J cT values within each criterion.
H 1 number, a s tha e user The advanced searches will
= Insig htS has permissions to view will look for trials containing the

appear on the results list. information of either of fields.



How to search, view and download a Clinical Trial and a Clinical
Trial Application

Download CT Download from the CT page

and a CTA
information

1. On a CT page, users can click on the ‘Download’ button.

Clinical Trial for CTIS Training Demo
2021-502440-20-00 RMS: Austria

Summary Full Trial Information Moufications Trial results Corrective measures  Ad hoc assessments users Inspections

2. Users can select the contents to be downloaded and the file types.

Applications 1 >
Application type Application 1D Member states concerned Application Part Submission date Decision date
®  INTRLIN 382 parc 1 20 Apr 2021 20 Apr 2021

Bart 11

Contents for Download:

Evaluation

* thes e the latest
related 1o the 2pelication

[iSelect all
Evalidation

Cover letter

CPart I

Part IT

3. After the information to be downloaded and the file type is selected, users can select the ‘Start
download’ button at the top-right corner of the CT page.

I & Start Download I ncel

Applications 1 >
# CTI S Structured data is all the structured information on
CTIS that has been entered manually, such as written 4

values, selections made via radio buttons or selections

= inSightS from a list.



Download CT
and a CTA
information

How to search, view and download a Clinical Trial and a Clinical
Trial Application

Download documents from the CTA page

Download specific documents from the evaluation section

1. To download a document containing the relevant information regarding an RFI, users can click

on the ‘Download’ button on the right side of an open RFI.

Evaluation | -m
Timetable

—
I RFI-CT-2021-500384-21-00-IN-001 I

MSC: Germany Submission date: 27/05/2021 Due date: 07/06/2021

Reasan

No changes have baan mada to the application.

Supporting documentation

ms:

Quality

Quality RFI supporting document,

Out of scope

Button to
individually
download a
document

English - Supporting document from MS - Quality - System version 1.00

submission date 27/05/2021
- Version 1 - 27/05/2021

Download from the table of documents

1. On a CTA page, either on Part I or Part II section, users can scroll down and click on the

document icon on the ‘All documents’ list.

Form
MSCs
Part I

Part I
Evaluation
Timetable

2021-500789-71-00 / Initial o: v LA

Trial specific information (Part T)
Trial details

Trial identifiers

Trial information

Scroll down to locate the file list

Document type i Sequence T
Document  Document
V¥ Section i Y~ Document Title I version 41 Comment T

Cover letter (for publication) ~ Part I Original 0_Form_CoverLetter 1
Protocol {for publication) Part1 Original ©_Part1_CT_Protocel 1
Investigator Brochure (for Roles: Test Original 1.2 Parti InvestBroch MP 1
publication) Name:Paracetamol

Tablets 500mg
Summary of Product Roles: Test Original 1_4_Partl_SmPC 1
Characteristics (SmPC]) (for Name:Paracetamal
publication) Tablets 500mg
Investigational Medicinal Roles: Test Original 1_5_IMPD-Q 1
Product Dossier: Full Name:Paracetamol

Tablets 500mg

#CTIS
= insights

As a general rule, users are only
able to retrieve CT and CTA
information for those trials in which
they are involved, and in the
areas for which they been
assigned the appropriate role by
an administrator.

RMS: Germany

Document
Submission
Date
30/08/2021
30/08/2021

30/08/2021

30/09/2021

30/08/2021

l'l"
(
(NN

System
11 version It

1.00

The documents on the table
will outline different
details in 10 columns.
Each column can be sorted
and filtered by its content

v

Collapse all A

v

System

date 1t

30/09/2021

30/08/2021

30/09/2021

30/09/2021

30/08/2021

Language

Tt Download

Englis!

Englis|

Englis|

Englis|

Englis|

& EJ G
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