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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.
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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 

https://register.ema.europa.eu/identityiq/login.jsf
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OMS 

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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EMA Account 

Management

https://register.ema.europa.eu/identityiq/home.html
https://register.ema.europa.eu/identityiq/home.html
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Register with EudraVigilance 

https://www.ema.europa.eu/en/human-regulatory/research-development/pharmacovigilance/eudravigilance/eudravigilance-how-register
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Getting started with CTIS - Sponsor 

quick guide (europa.eu)

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 

• Quick guide for sponsors - Regulation 536/2014 in practice

• Chapter I - Application and application documents at Set of documents applicable to trials 

authorised under Regulation EU No 536/2014
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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
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Online modular training

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
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Guidance to CTIS training material catalogue 

https://www.ema.europa.eu/en/documents/other/guide-ctis-training-material-catalogue_en.pdf
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Module 02: Online modular training

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
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Module 19: CTS for SME and Academia

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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Sponsor handbook 

https://www.ema.europa.eu/en/documents/other/clinical-trial-information-system-ctis-sponsor-handbook_.pdf
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CTR Q&A 

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

• Clinical Trial centric approach vs organisation centric approach

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

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

• Quick guide - Introduction

• Step-by-step guide: User administration
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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
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Guidance & information on creation of new CTA

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

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

• e-learning course: other types of clinical trial applications (use Chrome browser)

• Step-by-step guide

• Instructor's guide

• Frequently asked questions (FAQs)

Supporting materials:

• Process puzzle

• Checklist of required fields per application type
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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

• Fill in the Form and the MSC sections

• 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

• 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
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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 
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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 

EudraLex vol. 10 

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

• 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)

 

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 

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

EMA webpage CTIS Training and Support

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

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

Further information

Follow us on    @EMA_News
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