CLINICAL TRIALS INFORMATION SYSTEM

Key Information for Sponsors on CTIS

The Clinical Trials Regulation (CTR) ensures
consistent rules for clinical trials throughout
Europe and harmonises assessment and
supervision via the Clinical Trials

Information System (CTIS). =1 '

euclinicaltrials.eu

\

Transition period
There will be a transition period from 2022 to 2025:
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Getting started with CTIS

To get started with CTIS, sponsors must decide their user
management approach and complete registrations:
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management an EMA account: organisation/trial medicinal products
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Find more information about getting started with CTIS in the Getting started quick guide.

CTIS Go-Live

Go to euclinicaltrials.eu to learn more
and to access the CTIS secure Sponsor workspace

euclinicaltrials.eu
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#EUclinicaltrials #ACTEU
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Key links for clinical trials sponsors ‘
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CTIS training and Online modular Guide to CTIS
support training on CTIS training catalogue
functionalities
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CTIS Sponsor CTIS Newsletter Information on
Handbook the Clinical Trials
Regulation
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https://twitter.com/EMA_News
https://www.linkedin.com/company/european-medicines-agency/
http://euclinicaltrials.eu
http://euclinicaltrials.eu
https://www.youtube.com/watch?v=hfzZxwX2W-Y
https://www.youtube.com/watch?v=hfzZxwX2W-Y
https://register.ema.europa.eu/identityiq/home.html
https://register.ema.europa.eu/identityiq/home.html
https://www.ema.europa.eu/en/human-regulatory/research-development/data-medicines-iso-idmp-standards/spor-master-data/organisation-management-service-oms
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/data-medicines-iso-idmp-standards/extended-eudravigilance-medicinal-product-dictionary-xevmpd-training
https://www.ema.europa.eu/en/documents/other/getting-started-ctis-sponsor-quick-guide_en.pdf
http://euclinicaltrials.eu
https://www.ema.europa.eu/en
https://ec.europa.eu/info/index_en
https://www.hma.eu/
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-training-support
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-training-support
https://www.ema.europa.eu/en/news-events/publications/newsletters
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-ctis-online-modular-training-programme
https://www.ema.europa.eu/en/documents/other/guide-ctis-training-material-catalogue_en.pdf
https://ec.europa.eu/health/medicinal-products/eudralex/eudralex-volume-10_en

