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A few housekeeping rules

Questions were collected in advance onQuestions were collected in advance on  www.sli.dowww.sli.do  
With event codeWith event code  #bt9jul#bt9jul

Tips for optimal screen viewing

Make use of the instructions under the Live broadcast 
section on the event page and connect directly to the 
EMA's Vimeo channel 1 for the full-screen experience

Have a stable internet connection
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Agenda 

• Background, vision and objectives
• The CTIS Sponsor Handbook
• Reference webpage for Sponsors
• Reference materials for submitting & conducting a clinical trial 

in EU/EEA
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The experts for this event are:
Moderator: Maria Teresa Calandri

Roxana-Mirela Spulber

Change Management Officer

Francesca Scotti

CTIS Scientific Specialist
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Background, vision and objectives

Simplification of the CTIS Sponsor Support material and related EMA webpages available to sponsor users

1

2
Streamline Materials and Increase Efficiency: Simplify CTIS support materials by 
consolidating and centralising all materials/documents to eliminate unnecessary duplication and 
ensure consistency.

Enhance Navigation and Accessibility: Organise content in a way that makes it easily 
accessible and user-friendly for all users by providing a structured and intuitive guide to all 
available resources.

The specific objectives and deliverables of the project were:

3
Relevant signposting on training and support sources (EMA, COM & CTCG) : develop 
a high-level table of contents or overview of all available materials (guidance documents, 
Q&A and How to’s).
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Background, vision and objectives

• Sponsors’ feedback about the need to revise the existing material raised via different channels, including 
EMA Change Management Survey, ACT EU Survey on CTR Implementation, & ACT EU Meetings

• Goal: from several fragmented documents and multiple entry points to a single reference document, user-
friendly and easy to navigate

• Delivered in accordance with the ACT EU workplan
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The training contents for sponsors are now all 
included in the Sponsor Handbook
• The new version of the Sponsor handbook includes all the sponsor training modules, now 

superseded, as well as further clarifications on specific topics and external links

=+ + external links to 
legislation, CTIS videos & 

bitesize talks

+ specific topics furtherly 
clarified

&
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The CTIS Sponsor Handbook 
(v 6.0)
• Official EMA user guidance for sponsors using the CTIS platform, 

fully replacing the former ‘Sponsor Modules’

• Intended for pharma, SMEs, academics, CROs

• Operational, instructional — not legal/scientific guidance

• Supports all phases of clinical trial lifecycle

1. Pre-submission steps

2. Apply for a CT authorisation

3. Evaluation Phase

4. Conduct a clinical trial

5. End of the Clinical Trial & submit results

• It has a dedicated ‘CTIS training and support’ section
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Sponsor Handbook: actions and timeline

Analysis of all Sponsor’s training 
material

February 2025

Drafting the handbook through including 
the content of all the former sponsor 

modules
March - April 2025

Review of the comments 
received and finalisation of 

Sponsor Handbook
May-Jun 2025

Publication of the 
Sponsor Handbook  9 

Jul 2025
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The Handbook’s Navigation & Learning tools

• Clickable Table of Contents
Interactive navigation to quickly access specific sections of the trial lifecycle and system 
functionalities.

• Step-by-Step Procedural Guides
Detailed walkthroughs for tasks such as submitting applications, responding to RFIs, and managing 
user roles.

• Embedded Video Tutorials and Events’ Recordings
Links to EMA-hosted videos demonstrating CTIS functionalities, including user access, application 
submission, and safety reporting.

• Links to external resources & Annexes
Includes links to external resources like EudraLex and CTCG guidelines, as well as a list of acronyms 
and regulatory definitions
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Clickable Table of Contents

• Located at the beginning 

• Allows jumping to any section

• Follows the flow of clinical trial phases

• Best used for navigation, not overview

11 Presentation title
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Main Content

• Pre-submission steps: 

◦ Access to EMA applications (CTIS, OMS, EV, XEVMPD) 
and relevant timelines

◦ Roles in CTIS + users management (organisation centric vs 
trial centric)

• Apply for a trial, Evaluation phase, trial conduction and 
conclusion:

◦ Publication rules & application fields and documents

◦ Create and submit IN, AM, SM, NSM, Notifications and 
respond to RFIs, Results submission

◦ Timetables 

• Training and Support

◦ Info & Service Desk
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Specific Characteristics

• Clearly divided into main sections and numbered 
subsections, with numbered steps and bullet lists

• Required Sponsor’s roles at the beginning of each step-by-
step guide

• Charts and images to visualize concepts

• Uses active voice where possible 

• Bold for headings and key terms

• 'Note' and 'Important' call-outs for emphasis

• Cross-Referencing: uses ‘see section X.X' and document 
references (redundant by design for easy access from any 
section)

• Notes from the List of known issues and workarounds

https://euclinicaltrials.eu/website-outages-and-system-releases/
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Tips for Effective Use

• Use the handbook as a daily reference tool

• Start with the clickable table of contents

• Use PDF search to find terms

• Understand which is the regulatory material for your topic 
(e.g. CTR Q&A)

• Open videos/bitesize talks in parallel

• Look at section 6. CTIS training and support
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EMA webpage for sponsors on 
CTIS training material
• Clinical Trials Information System (CTIS): training and 

support: Sponsor Handbook + any other training material 
that is also linked in the handbook: 

◦ docs on protection of personal data and CCI

◦ additional reference materials (excels on structured data & 
docs)

◦ training and events

◦ Contact us

• For authorities: Clinical Trials Information System (CTIS): 
online training modules for authorities

https://www.ema.europa.eu/en/human-regulatory-overview/research-development/clinical-trials-human-medicines/clinical-trials-information-system-ctis-training-support
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/clinical-trials-human-medicines/clinical-trials-information-system-ctis-training-support
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/clinical-trials-human-medicines/clinical-trials-information-system-ctis-training-support/clinical-trials-information-system-ctis-online-training-modules
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/clinical-trials-human-medicines/clinical-trials-information-system-ctis-training-support/clinical-trials-information-system-ctis-online-training-modules
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Reference materials for submitting & conducting a 
clinical trial in EU/EEA
• Regulatory resources:

EudraLex - Volume 10 - Clinical trials guidelines 

Clinical Trials - Regulation EU No 536/2014

Clinical Trials Coordination Group (CTCG) Key Documents list

National Competent Authorities (NCA) websites on national requirements

• EMA Training and Support page:

CTIS Sponsor Handbook

CTIS publication rules and processing of personal data: reference documents

Additional reference materials for CTIS users

Links can all be 
found in the CTIS 

Sponsor Handbook

https://ec.europa.eu/health/documents/eudralex/vol-10_en#fragment1
https://ec.europa.eu/health/human-use/clinical-trials/regulation_en
https://www.hma.eu/about-hma/working-groups/clinical-trials-coordination-group.html
https://www.ema.europa.eu/en/partners-networks/eu-partners/eu-member-states/national-competent-authorities-human
https://www.ema.europa.eu/en/documents/other/clinical-trial-information-system-ctis-sponsor-handbook_en.pdf
https://accelerating-clinical-trials.europa.eu/our-work/implementation-clinical-trials-regulation_en
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/clinical-trials-human-medicines/clinical-trials-information-system#processing-of-personal-data-13852
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/clinical-trials-human-medicines/clinical-trials-information-system-ctis-training-support#additional-reference-materials-for-ctis-users-13652


Classified as internal/staff & contractors by the European Medicines Agency 

Demo
EMA training & support page, 

CTIS Sponsor Handbook
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Upcoming CTIS events

• 24 September 2025, 16:00 - 17:00 CET - CTIS Walk-
in Clinic

• 19 November 2025, 16:30 - 18:00 CET- CTIS 
Bitesize Talk

For upcoming CTIS events, please consult Clinical Trials Information System: training and 
support | European Medicines Agency (europa.eu) and EMA events pages

https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-training-support#training-and-information-events-section
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-training-support#training-and-information-events-section
https://www.ema.europa.eu/en/search/search/ema_editorial_content/ema_event?sort=field_ema_computed_date_field&order=desc
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Thank you for attending today’s event

Please provide your feedback for this event in our Slido 
survey

Use the passcode: #bt9julbt9jul


