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Where to start?

Actions prior to using CTIS

« EMA account - any CTIS user needs to have an EMA account

+ Sponsor organisation is registered in OMS - Log in to OMS with your EMA account
+ Sponsor Administrator is registered in IAM - request the first Sponsor Administrator

role in EMA Account Management

« Sponsor organisation to register with EudraVigilance (via Gateway or
EudraVigilance (EV) web application (EVWEB)). More information available here.

+ EVWEB enables the submission of a case (i.e., SUSAR) to EudraVigilance. In addition, it allows the registered user(s)
to register a new medicinal product in XEVMPD (medicinal product dictionary).
» For EudraVigilance access, users should log into the EMA Account Management portal and request a

'EudraVigilance role'. For more details, see the Registration manual.



https://register.ema.europa.eu/identityiq/login.jsf
https://www.ema.europa.eu/en/human-regulatory/research-development/data-medicines-iso-idmp-standards/spor-master-data/organisation-management-service-oms
https://register.ema.europa.eu/identityiq/home.html
https://www.ema.europa.eu/en/human-regulatory/research-development/pharmacovigilance/eudravigilance/eudravigilance-how-register
https://www.ema.europa.eu/en/glossary/eudravigilance
https://www.ema.europa.eu/en/glossary/eudravigilance
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/eudravigilance-registration-manual_en.pdf
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EMA Account Management

EMA account

Create a new EMA account Forgot Password?
Mot sure if you have an EMA account? Forgot Username?
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https://register.ema.europa.eu/identityiq/login.jsf

Research and development Marketing authorisation

Herbal products

Organisation Management Service (OMS)

Table of contents

« What the OMS is for

« Scope and expansion of the OMS

« Submitting change requests

» Using the OMS for business processes

This content apolies to human and veterinary medicines.

The European Medicines Agency (EMA) has launched the Organisation Management Service
(OMS) to support regulatory activities throughout the European Union (EU).

The OMS manages one of the four domains of substance, product, organisation and referential (SPOR)
master data in pharmaceutical regulatory processes.

Access the OMS on the SPOR portal using the button below:

LeEm 1

The SPOR portal is compatible with Internet Explorer (version 10 and above) and Chrome {version 58
and above) web browsers.

The OMS service supports the implementation of IS0 IDMP standards in the EU.

What the OMS is for

The OMS provides a single source of validated organisation data that can be used as a reference to
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SPOR

OMS

Login

Substances | Products | Organisations |

Referentials

| Help

SPOR data management services

Delivering quality data management services for substances, products, organisations and referentials (SPOR) to power EU regulatory
activities.

The four SPOR data management services are:

P
0 Substance Management Services (SMS)

P

@ Product Management Services (PMS)

M

5 Organisation Management Services (OMS)

Q Referentials Management Services (RMS)

OMS and RMS are the first services to go live and they provide the data foundations for PMS and SMS.

SMS and PMS are not currently activated. More information on the implementation of SPOR data management services is available on the

EMA corporate website.
The SPOR portal provides users with the following data management services:

« view, search, export SPOR data;

Use the links in the navigation panel above to access OMS and
RMS.

Please use the menus in the navigation panel to navigate RMS
and OMS with 'read-only' access to SPOR.

You will need an EMA account with SPOR user roles to conduct
additional tasks, such as requesting changes to data,
translating data or managing user preferences.

1f you already have an active account for any EMA-hosted
website or online application, you should use the same
credentials to log in.

Tf you do not already have an EMA account, you need to create
an EMA account and request the specific SPOR user roles you
require.

Please check if you are able to log in before registering as a
new user with SPOR.

Create EMA

Registered users can log in using the button at the top of the
page.

Using SPOR



https://www.ema.europa.eu/en/human-regulatory/research-development/data-medicines-iso-idmp-standards/spor-master-data/organisation-management-service-oms
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Welcome to EMA Account Management | Self registration & access management

# Welcome Page | Sign in . . i N
OPEAN MEDICINES AGENCY

About EMA Account Management

EMA Account Management is the European Medicines Agency’'s (EMA) secure online platform where you can request and manage access to EMA applications.

You can use the EMA Account Management portal to:

& Create an EMA account (Self-Register)

EMA Account
Management

& Recover your username and password

+ Re-activate your account

# Change your contact details

[ Request access on behalf of an organisation

&F Manage users of your organisation

W Access to EMA systems: security principles and responsibilities



https://register.ema.europa.eu/identityiq/home.html
https://register.ema.europa.eu/identityiq/home.html

Human regulatory

Overview Research and development Marketing authorisation

Post-authorisation Herbal products

Adaptive pathways EudraVigilance: how to register

Advanced therapies Table of contents

« Required actions before EudraVigilance registration

« Registering organisations in production environment

Compassionate use » Registering organisations in XCOMP environment and managing the account
« Registering individual users

Clinical trials

Compliance « IT vendors and third-party service providers

« Additional EudraVigilance roles: EVDAS and level 2B access

Data on medicines {ISO « Training and testing requirements - H H H

IR ) * Legal framework Req I Ste r W Ith E U d raVI q I Ia n Ce
» Stakeholders and obligations

» Electronic data interchange partners

Ethical use of animals

Innovation in medicines Pharmaceutical companies holding or applying for a marketing authorisation in the European

Economic Area (EEA), sponsors of clinical trials and national competent authorities in the EEA
Medicines for older people need to register with EudraVigilance for the electronic data interchange of pharmacovigilance

information. The registration process is a prerequisite for electronic reporting.

Orphan designation
On 26 July 2018, the Europsan Medicines Agency (EMA) integrated the services of EudraVigilance

Paediatric medicines (human) with EMA’s Account Management portal (2 and Organisation Management Service (OMS).

Pharmacovigilance All users, including organisations, need an active EMA account created through the EMA Account
Management portal.

EudraVigilance — ) ) - . . .
3 EMA has published a [\ Registration manual a[Y registration frequently asked questions document

. and has updated this page with new information for companies and users wishing to register with,
System overview .

access or manage their account for Eu 2 (human) production environment. For a quick

Registration

o [ Quick interactive guide to EudraVigilance registration process

Electronic reporting

Access to data

Required actions before EudraVigilance registration Ao


https://www.ema.europa.eu/en/human-regulatory/research-development/pharmacovigilance/eudravigilance/eudravigilance-how-register

GETTING STARTED WITH CTIS:

Sponsor Quickguide

As of GolLlive on 31st of January 2022, the Clinical Trials Information System (CTIS) becomes the single-entry portal for submitting clinical trials information in the EU,
supporting the day-to-day business processes of authorities and sponsors throughout the life-cycle of a clinical trial.
To get started with CTIS, sponsors must decide their user management approach and complete registrations. A transition period applies for sponsors - 084

Select your user management approach

The organisation-centric approach The trial-centric approach serves the

serves the needs of organisations Organisation-centric needs of small organisations and
that run multiple clinical trials on a academic sponsors, which may

regular basis. initiate trials on an od hoc basis.

[10 to ER. . it
ement and
click n::-n ‘Create a naw
EMA account”

If you use ather
EpA applicaticns

fe.g. Eudralink,

Do you have an EM SPOR. IRIS, Do you have an ENM

account? udravigilance, account?

EuwdraCT)

you already hawe
an EMA Account

Gow

el

dick on "Crearte a
new EhA account’

Hawe you registered a
Sponsor Administrator?

Can you find your
arganisation in SPOR?

If wio carnnot find

'r'OlJI' arganisat

request creation afa
new one

If yau cannot find
your Sitefs), request
creation of a new one.
Hawve you completed Have you completed the
; s ore ab r .—‘
the CTIS training? LA TIO0e: AR CTIS training?

LT registration

Request the first S
rale for your arganisatio

Ensure the medicinal
products related to the
clinical trial are registered in

Getting started with CTIS - Sponsor
quick guide (europa.eu)

READY TO SUBMIT YOUR TRIAL(S)
[ For mare inaf plecie e CTIS Spornsa ol ]



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
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General useful information for sponsors

« CTIS: how to get started and how to transition a trial collection of links for new CTIS users

Online modular training

« Overview of the different modules of Online Training: Guidance to CTIS training
material catalogue

« Module 02: High-level overview of CTIS workspaces and common system
functionalities

« Module 19: CTIS for SMEs and Academia
« Sponsor handbook

« CTR Q&A published by the European Commission under EudraLex volume 10

e« Quick guide for sponsors - Reqgulation 536/2014 in practice

« Chapter I - Application and application documents at Set of documents applicable to trials
authorised under Regulation EU No 536/2014



https://euclinicaltrials.eu/documents/20482/2813837/CTIS%20how%20to%20get%20started%20and%20how%20to%20transition%20a%20trial.pdf/CTIS%20how%20to%20get%20started%20and%20how%20to%20transition%20a%20trial.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/training-support/clinical-trials-information-system-ctis-online-training-modules#sponsor-workspace-section
https://www.ema.europa.eu/en/documents/other/guide-ctis-training-material-catalogue_en.pdf
https://www.ema.europa.eu/en/documents/other/guide-ctis-training-material-catalogue_en.pdf
https://www.ema.europa.eu/en/documents/other/clinical-trial-information-system-ctis-sponsor-handbook_.pdf
https://health.ec.europa.eu/document/download/bd165522-8acf-433a-9ab1-d7dceae58112_en?filename=regulation5362014_qa_en_0.pdf
https://health.ec.europa.eu/document/download/f5ad2a13-4a41-4ada-81a1-2854783c75c0_en?filename=mp_ctr-536-2014_guide_en.pdf
https://health.ec.europa.eu/medicinal-products/eudralex/eudralex-volume-10_en#set-of-documents-applicable-to-clinical-trials-authorised-under-regulation-eu-no-5362014
https://health.ec.europa.eu/medicinal-products/eudralex/eudralex-volume-10_en#set-of-documents-applicable-to-clinical-trials-authorised-under-regulation-eu-no-5362014

Overview

Post-authorisation

Adaptive pathways

Advanced therapies

Clinical trials

Accelerating Clinical Trials
in the EU (ACT EU)

Data submission: guidance

for sponsors

Reporting safety
information during clinical
trials

Clinical Trials Regulation

Clinical Trials Information

Research and development Marketing authorisation

Herbal products Online modular training

Clinical Trials Information System (CTIS):
online training modules

Table of contents

» Introduction to CTIS

» Sponsor workspace

» Common funchonalities for all registered users
» Authority workspace

# Searching CTIS as a public user

EMA provides an online modular training programme to help clinical trial sponsors, national

authorisation to supervision.

The online training modules are all available on this page. EMA regularly updates and enhances its
training materials.

[ ] [ ¥ SRR U A [ SR SR R


https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/training-support/clinical-trials-information-system-ctis-online-training-modules#sponsor-workspace-section

Overview Research and development Marketing authorisation
The training programme is divided into learning modules targeted
for the different user groups involved in CTIS. These modules aim

to ensure a clear understanding of the different process of the

Training systam.
Modules

Post-authorisation Herbal products

Guidance to CTIS training material catalogue

Please find below the list of modules:

Adaptive pathways

Advanced therapies

cal trials

Accelerating Clinical Trials
in the EU (ACT EU)

Data submission: guidance
for sponsors

Reporting safety
information during clinical
trials

Clinical Trials Regulation

Clinical Trials Information
System

Training and support v

Onling training_ modules

“ompassionate use

Compliance

Data on medicines (ISO
IDMP standards)

Ethical use of animals

Innovation in medicines

Medicines for older people

Orphan designation

Clinical Trials Information System (CTIS):
online training modules [z

Table of contents

» Introduction to CTIS

= Sponsor workspace

« Common functionalities for all registered users
s Authority workspace

* Searching CTIS as a public user

EMA provides an online modular training programme to help c
competent authorities, ethics committees, European Commission and EMA staff use the
Clini ials Information System (CTIS). The programme contains modules and audience-
targeted materials covering all c lifecycle stages, from submission through
authorisation to supervision.

The onling training modules are all available on this page. EMA regularly updates and enhances its
training materials.

Please consult the documents below for:

» afull catalogue of available training modules, organised by ¢ al trial lifecycle stage;
» the latest new or updated training materials;

+ technical system requirements for the best experience with using CTIS.

@ Guide to CTIS training material catalogue (PDF/1.15 MB)

First published: 23/
Last updated:
Version 1.1

@ CTIS Training materials - Latest updates (PDF/514.23 KB)

First published: 31/
Last updated: 21/02/
Version 1.2 February 2023

Module 1: Intreduction to the Clinical Trials Regulation

Module 2: Overview of CTIS workspaces and common system functionalities
Module 3: User Access Management

Module 4: Support with werkload management by workspace

Module 5: How to manage a Clinical Trial (Natifications, Ad hoc assessment,
Corrective measures, and Trial results)

Module 6: Evaluate a Clinical Trial Application (Selection of Reparting
Member State (RMS) and validation of the clinical trial application)

Module 7: Management of registered users and role matrix

Module 8: Evaluate a Clinical Trial Application: Assessment and Decision-
making

Module 9: How to search, view and download a Clinical Trial and a Clinical
Trial Application (Sponsors)

Module 10: How to create, submit and withdraw a Clinical Trial Application

Module 11: How to respond to Requests For Infarmation received during the
evaluation of a Clinical Trial Application

Module 12: Data protection in CTIS
Module 13: Clinical Study Reports submissions
Module 14: Supervise a Clinical Trial = Corrective measures

Module 15: How to search, view and download a Clinical Trial and a Clinical
Trial Application {Authority)

Module 16: Supervise a Clinical Trial - Inspection records
Module 17: Supervise a Clinical Trial - Ad hec assessment (including safety)

Module 18: How to submit an Annual Safety Report and respond to related
Requests for Information

Module 19: CTIS for SMEs and academia

Module 20: Assess an Annual Safety Report

Module 21: Manage Union Controls

Module 22: Introduction to CTIS for Public Users
Module 23: Transition of trials from EudraCT to CTIS

Module 24: Business Intelligence Reperting (To be developed)


https://www.ema.europa.eu/en/documents/other/guide-ctis-training-material-catalogue_en.pdf

Authority workspace

High-level overview of CTIS workspaces and common system functionalities
(Module 02)

° Intraduction to the Clinical Trials Regulation {Regulation (EU) No 536/2014)
{Module 01)

Evaluate a clinical trial application: Selection of reporting Member State
(RMS) and validation of the clinical trial application (Madule 06)

Sponsor workspace
Ewvaluate a clinical trial application: Assessment and decision-making (Medule

0g)

° High-lavel overview of CTIS workspaces and commen system functionalities
{Module 02)

| Expand section | | Collapse section |

- Supervise a clinical trial: Ad hoc assessment (Module 17)
Sponsor workspace

Create, submit and withdraw a clinical trial (Module 10)

Create, submit and withdraw a dlinical trial (Madule 10) Supervise a clinical trial: Inspection records (Module 18) . - . . .
' ’ Respond to requests for information received during the evaluation of a
Respond to requests for information received during the evaluation of 2 clinical trial appllcatlon (MOdU|e 11)

clinical trial application (Module 11) Assess an Annual Safety Report (Module 20)

Search, view and download a clinical trial and a clinical trial application

@ supervise 2 clinical trial: Carrective measures (Module 14)

Manage a clinical trial through CTIS (Maodule 05)

Manage a clinical trial through CTIS (Module 05)

{Module 15)

How to create and submit an annual safety report and respond to related Union Contrals in CTIS (Module 21)

Oy e T e (i 25 ° How to create and submit an annual safety report and respond to related

requests for information (Module 18)

Clinical study reports submissions (Module 1)

Search, v

we and download information on clinical trials and clinical trial ° Introduction to CTIS for public users (Madule 22)
applicatic

s (Module 03)

Clinical study reports submissions (Module 13)

. Ralated EU legislati
CTIS for SMEs and Academia (Module 12) == =gisiEtien

Search, view and download information on clinical trials and clinical trial
applications (Module 09)

Common functionalities for

CTIS for SMEs and Academia (Module 19)

External links

User access management (Module 03)
Access the information and secure workspaces in CTIS:

= Oinical Triz

Management of registered users and role matrix (Medule 07)

Common functionalities for all registered users

| Expand section | | Collapse section |

Related content

ar: dynamic dem

Support with workload management (Module 04}

° User access management (Module 03)

Transitional trials {Module 23) . .,

-]
-]
@ Datz protection in €IS (Module 12)
-]
-]

° Management of registered users and role matrix (Module 07)

Contact point




High-level overview of CTIS workspaces and common system functionalities
(Module 02)

Module 02 High-level overview of CTIS workspaces and commeon system functionalities
« Authorities of EU Member States
» Europsan Commission

Target

* Sponsors
» Market authorisation applicants and holders
« Members of the public

audience(s)

« What CTIS is

s The two individual secure workspaces (i.e. authonty and sponsor) in
CTIS and their functionalities

s The public website which will allow members of the public to access
detailed information on all clinical tnals conducted in the EU, in all official

Topics covered EU languages

» The databases and the systems that feed CTIS with data

s CTIS functionalities common to the main user categories, namely
sponsors, Member States and the European Commission

Goals of the public website and what information members of the public

will be able to access

s e-learning course (use Chrome browser)
* [1 Quick guide

» [1 Instructor's guide

» [1 Frequently asked questions (FAQs)

* Supporting materials:

o [& Guide on CTIS common features

o [A List of acronyms

o [X Quick guide: Fill in the blanks exercise
« \ideos:

Learning
materials

e CTIS technical environment (2
CTIS common functionalities, Part A2
CTIS common functionalities, Part B2
CTIS specific functionalities 2

o
°
o
o CTIS public website [2

Guide on CTIS common features

This document outlines the main CTIS commaon features available across the various tabs in both
Authority and Sponsor workspaces. These features enable users to perform actions supporting their
day-today business throughout the life cycle of a clinical trial. Users will find a general description of
the characteristics of the buttons that support these features and some guidance for the access and
navigation in CTIS. Some of the buttons described in this document are in document placeholders and
help users to manage the CTA documents. In the last section, users can find some indicative guidelines
on how to remove personal information from the properties of documents that upload to their trials in
CTIS. The aim of this document is that users can quickly be familiarised with CTIS.

The document is divided in three sections:

Module 02: Online modular trainin

- \
\.. This section outlines the characteristics of
I-" \ CTIS cross- cross-system buttons (dependences, users”
| system buttons permissions, similarities, and locations) and the
\'\ /.-’ description of the most common buttons.
\‘\ v
s 4 o -.H\\\\

Access and This section outlines the CTIS access links and

Practicalities some guidelines for a proper use of CTIS.

\\\-. ;/’

7 ™ How to remove This section outlines how users can remove
ersonal 0 : i

ﬁ. \ ipnformatiun personal information from propertlfes qf C‘I’_A

| ./ | . documents that they upload to their trials in
\ G |/ from properties cris

N /  ofCTA :

. - documents


https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/training-support/clinical-trials-information-system-ctis-online-training-modules#sponsor-workspace-section

CTIS for SMEs and Academia (Module 19) Introductory guide
CTIS for SMEs and Academia

Module 19

Target
audience(s)

Topics covered

Learning
materials

12

CTIS Training Programme - Module 19

CTIS for SMEs and academia Rl e -Gt

Sponsors (SMEs and academia)
Learning Objective

+ Remember the steps of main processes related to the Sponsors activities in CTIS and the
roles and permissions involved.

Steps of main processes related to the Sponsors activities in CTIS and the roles and

permissions involved Module 19: CTS for SME and Academia
CTIS main functionalities for the sponsor workspace
How to search, view, and download a CT and a CTA
How to submit the different types of clinical trial applications and non-substantial
modifications
How to create and submit an RFI response, including changes t= = 7= i S o oo i
application Ny X RN e

How to manage a CT N e KR

How to submit an ASR and how to respond to related RFIs

Learning Objectives

Quick guide - Introduction: CTIS for SMEs and Academia - | i
Programme - Module 19
Step-by-step guide: User administration - CTIS Training Programme - Module 19


https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/clinical-trials-human-medicines/clinical-trials-information-system-training-and-support/clinical-trials-information-system-ctis-online-training-modules
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Clinical Trials Information System (CTIS) - Sponsor Handbook

A compilation of key guidance, technical information, recommendations, and references for
getting ready for the use of CTIS

Executive summary

The aim of the EMA CTIS Sponsor Handbook (‘Handbook') is to provide clinical trial (CT) sponsars
representing pharmaceutical industry, SME (small and medium-sized enterprises), academia, research
organisations and other clinical trial sponsor organisations with the information they need to navigate
the Clinical Trials Information System (CTIS) - to create and submit clinical trial information to the
member states of the European Union as required by the Clinical Trial Regulation [CTR: Regulation (EU)
Mo 536/2014]. The Regulation harmonises the assessment and supervision processes for clinical trials
throughout the EU/EEA, via CTIS. CTIS contains the centralised EU portal and database for clinical trials
foreseen by the Regulation.

The Handbook addresses key questions on CTIS and provides a compilation and references to key
guidance, technical information, recommendations, training materials, and supportive documentation to

facilitate the submission and assessment of CTAs and additional information during the lifecycle of a trial.

It has been developed by the European Medicines Agency (EMA) in collaboaration with representatives of
industry stakeholders.

The Handbook will be revised as more information becomes available, or system functionalities are
updated. It is best used in conjunction with the many references to which it points, for example, Volume
10 of the publication ‘The rules governing medicinal products in the European Union’ that contains
guidance documents applying to clinical trials (Eudralex - Valurme 10 - Clinical trials guidelines).
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CTR Q&A

The rules governing medicinal products in the European Union
VOLUME 10 - Guidance documents applying to clinical trials

CLINICAL TRIALS REGULATION (EU) N0 536/2014

QUESTIONS & ANSWERS

VERSION 6.7

Submitted for discussion to the Expert Group on Clinical Trials and through written procedure to
the Clinical Trials Coordination and Advisory Group

Document history:

Date of discussion by the expert group on Clinical Trials

Date of discussion by the Clinical Trials Coordination and
Advisory Group :

27 November 2023 + written
procedure + written requests for
changes

Date of publication:

21/12/2023

Supersedes:

6.6

Changes compared to superseded version:

14

Review of: 289,294 404 (now
numbered 290,.295,405).
New Q&A 7.2, 741. New
point 370

Annex II: PT (Protocol
Synopsis, patient facing
documents); EE (patient facing
documents).

Annex III: HU (email address
for part I-related enquiries);
FI (websites) ; SE additional
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Question: How does the issue set out in Question 1.6 apply to PET studies? 18
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Question: What is considered to be an auxiliary product?.....ccceiiinininn. 21
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https://health.ec.europa.eu/document/download/bd165522-8acf-433a-9ab1-d7dceae58112_en?filename=regulation5362014_qa_en_0.pdf
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Registered uses and role matrix

Module 07 (Online modular training): Management of registered users
and role matrix

e C(linical Trial centric approach vs organisation centric approach

e How to request roles and how to assign roles to register users in CTIS

Module 19 (Online Modular training): CTIS for SMEs and Academia

e Quick guide - Introduction

e Step-by-step guide: User administration

15


https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/training-support/clinical-trials-information-system-ctis-online-training-modules#sponsor-workspace-section
https://www.youtube.com/watch?v=hfzZxwX2W-Y
https://www.youtube.com/watch?v=CBLVMFC4JeA
https://www.ema.europa.eu/documents/other/quick-guide-introduction-ctis-smes-academia-ctis-training-programme-module-19_en.pdf
https://www.ema.europa.eu/documents/other/step-step-guide-user-administration-ctis-training-programme-module-19_en.pdf

Guidance & information on creation of new CTA

Module 10 (Online Modular training): Create, submit, and withdraw a clinical trial

e e-learning course: initial clinical trial applications (use Chrome browser)

e e-learning course: other types of clinical trial applications (use Chrome browser)
e Step-by-step guide

e Instructor's quide

e Frequently asked questions (FAQS)

Supporting materials:
Process puzzle
Checklist of required fields per application type

16


https://www.ema.europa.eu/en/learning-module/create-ct-application/story.html
https://www.ema.europa.eu/en/learning-module/create-other-types-CT-applications/story.html
https://www.ema.europa.eu/documents/other/step-step-guide-create-submit-withdraw-clinical-trial-application-nonsubstantial-modifications-ctis_en.pdf
https://www.ema.europa.eu/documents/other/instructors-guide-how-create-submit-withdraw-clinical-trial-application-ctis-training-programme_en.pdf
https://www.ema.europa.eu/documents/other/faqs-how-create-submit-withdraw-clinical-trial-application-ctis-training-programme-module-10_en.pdf
https://www.ema.europa.eu/documents/presentation/how-create-submit-withdraw-clinical-trial-application-ctis-training-programme-module-10_en.pptx
https://www.ema.europa.eu/documents/other/checklist-required-fields-application-type-ctis-training-programme-module-10_en.pdf
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Live demos on creation of new CTA

Bite size talk:

Initial clinical trial application (including presentation)

Video instructions: How to submit an initial clinical trial application in CTIS

R Fill in the Form and the MSC sections

R Fill in the Part I section

. Fill in the trial details of Part I section

. Fill in the Sponsor details of Part I section

. Fill in the Product details of Part I section

R Fill in the Part II section

. How to submit a substantial modification in the CTIS Sponsor workspace

. How to submit an additional Member State concerned application in the CTIS Sponsor workspace
17



https://euema-my.sharepoint.com/personal/ornela_ademi_ema_europa_eu/Documents/Documents/•%09https:/www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-initial-clinical-trial-application
https://www.ema.europa.eu/en/documents/presentation/presentation-clinical-trials-information-system-ctis-bitesize-talk-initial-clinical-trial_en.pdf
https://www.youtube.com/watch?v=1du3VUq4K5g&feature=youtu.be
https://www.youtube.com/watch?v=piRl9ZGTe-Y&feature=youtu.be
https://www.youtube.com/watch?v=q2Qn6p9VnXs&feature=youtu.be
https://www.youtube.com/watch?v=4HtR_Xtn7pc&t=55s
https://www.youtube.com/watch?v=e-JTvFoBlCs&feature=youtu.be
https://www.youtube.com/watch?v=jmylMwZFroc&feature=youtu.be
https://youtu.be/Y9VbDuaWj-0
https://www.youtube.com/watch?v=R8uiZZwIKpc&feature=youtu.be
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Information on Transitional trials

As of 31 January 2025, all clinical trials need to be in CTR (CTIS)
Start transition not later than 16 October 2024

« Guidance for the transition of clinical trials published by European Commission under

EudralLex vol. 10

« CTCG’s best practice guide & cover letter template for sponsors of transitional trials

e Module 23 of the CTIS online training programme

« Bitesize talk: How to submit a transitional trial in CTIS (including presentation)

« Bitesize talk: Transitional trials and additional Member State concerned (MSC)

application (including presentation)

« Clinical Trials Information System Webinar: Second Year of Transition (including

presentation)

18


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_09_CTCG_Best_Practice_Guide_for_sponsors.pdf
https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/CTCG/2023_09_CTCG_Cover_letter_template_Best_Practice_Guide_for_sponsors.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/training-support/clinical-trials-information-system-ctis-online-training-modules
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-how-submit-transitional-trial-ctis
https://www.ema.europa.eu/en/documents/presentation/presentation-ctis-bitesize-talk-transition-trials-21-jun-2023_.pdf
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-transitional-trials-additional-member-state
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-transitional-trials-additional-member-state
https://www.ema.europa.eu/en/documents/presentation/presentation-clinical-trials-information-system-ctis-bitesize-talk-transitional-trials-additional_en.pdf
https://www.ema.europa.eu/en/events/clinical-trials-information-system-webinar-second-year-transition
https://www.ema.europa.eu/en/documents/presentation/presentation-clinical-trial-information-system-ctis-webinar-second-year-transition_en.pdf
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Transitional trials reminder

Create new trial

Full title {English)*

Transitional trial test

Search organisation
Name contains  ~ b |starts with | city starts with v Country

lest organisation Al

+ New organisstion & Clear I3 RIGEDTER LY

1D Name Address  City postCode country phone email

® ORG- Test Olymplans  Athens 111 42 Greece 02000000000 infodrtestorganisation.com
100032565 Organisation Street 12

3 ORG- Test Santiago Madrid 28001 Spain 0200110000 Infodtestorganisatian-
100032564 Organisation Calle 10 spain.com
Spain

.

@ Transition Trial I

EUROPEAN l\fllil,;[CINI'S AGENCY

Remember to tick the
box on the
application to indicate
that the trial is a
transitional trial!

If technical issues
during the
submission of a
transitional trial,
raise a ticket with

ServiceNow.



https://support.ema.europa.eu/esc?id=emp_taxonomy_topic&topic_id=2111dcb6c39d9d10e68bf1f4e40131ee

EUROPEAN M lfBICI NES AGENCY

Additional supporting material

EMA webpage CTIS Training and Support

Regular updates on the CTIS Programme (subscribe): Clinical Trials Highlights

20 Presentation title (to edit, click Insert > Header & Footer)


https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-training-support
https://ec.europa.eu/newsroom/ema/user-subscriptions/3201/create

EUROPEAN MEDICINES AGENCY

Any questions?

Further information

Official address Domenico Scarlattilaan 6 « 1083 HS Amsterdam « The Netherlands

Telephone +31 (0)88 781 6000
Send us a question Go to www.ema.europa.eu/contact

Follow us on % @EMA_News
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