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• The CTIS publication rules recently underwent a simplification process, as a result of a public consultation 
conducted in 2023

• The Revised transparency rules now foresee an earlier publication of key documents of interest, which 
increases the public engagement and trust while allowing a faster preparation of application dossier by 
sponsors 

• For most of the trials, publication of data and documents occurs at the time of Member State decision on 
the application, and publication of results at the time of their submission

• Specificities are in place for early development trials on adults (e.g. Phase I, first in humans), that mainly 
foresee their publication to occur 30 months after end of trial in EU/EEA

Article 81(4) of Regulation (EU) No. 536/2014: legal basis for the establishment a publicly accessible EU 
clinical trials database, while protecting commercially confidential information (CCI), personal data (PD) 

and confidential information on the assessment conducted by MSs

The Clinical Trial Information System publication rules
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https://www.ema.europa.eu/en/documents/other/revised-ctis-transparency-rules_en.pdf
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Launch of new CTIS Public Portal on 18 June 2024

• Revised CTIS transparency rules became applicable on 18 

June 2024 with the launch of a new version of CTIS public 

portal.

• Applications submitted as of 18 June follow the revised 

rules. For those submitted before, only structured data 

were published (‘historical’ trials) 

• Over 6100 trials have been published so far, of which 

over 1560 with documents. More than 35,600 

documents in total are publicly available. 

Reference guidance material: Quick guide for users & all material published on “Transparency in CTIS” - 

ACT EU website
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https://www.ema.europa.eu/en/documents/other/revised-ctis-transparency-rules_en.pdf
https://euclinicaltrials.eu/search-for-clinical-trials/?lang=en
https://euclinicaltrials.eu/search-for-clinical-trials/?lang=en
https://accelerating-clinical-trials.europa.eu/document/download/a101771b-0be7-492f-b8bd-7f551ffbb7a7_en?filename=Revised%20CTIS%20transparency%20rules%2C%20Interim%20period%20%26%20Historical%20trials_quick%20guide%20for%20users_1.pdf
https://accelerating-clinical-trials.europa.eu/our-work/implementation-clinical-trials-regulation_en
https://accelerating-clinical-trials.europa.eu/our-work/implementation-clinical-trials-regulation_en
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Additional features delivered on 20 September 2024

All stakeholders were consulted for proposals of further improvements of the public portal, including patients, 

researchers and HCPs

New features deployed :

• Advanced Search, users can perform more detailed 
searches (e.g. CT status per Member state) 

• Download specific CT information 

• Download results of a performed search

• RSS-feed, users can subscribe to alerts on updates 

• Major user interface improvements (clearer list of search 
results, recruitment status always highlighted, ad hoc 
sections on docs and on locations and contact points, 
explanatory docs on each section)
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https://euclinicaltrials.eu/search-for-clinical-
trials/?lang=en&EUCT=2024-512803-37-00 

https://euclinicaltrials.eu/search-for-clinical-trials/?lang=en&EUCT=2024-512803-37-00
https://euclinicaltrials.eu/search-for-clinical-trials/?lang=en&EUCT=2024-512803-37-00
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Former version of the CTIS public portal
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Former version of the CTIS public portal
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Former version of the CTIS public portal
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Former version of the CTIS public portal
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Former version of the CTIS public portal
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• Clinical trials are made publicly available as per timelines based on their development phase (trial 
category) and population age

• For most of the trials publication of data and documents occurs at the time of Member State decision on 
the application

• Summary of results and of Clinical Study Reports are published upon submission to CTIS

Principles of revised CTIS transparency rules

Category Trial type Publication rules

Category 1 
Pharmaceutical 

development clinical 
trials

Phase I, Phase 0, Bioequivalence, similarity trials 
for biosimilars, equivalence trials

On adults: most info (structured data/docs) is published 30 months 
after EU/EEA End of Trial 

On paediatrics: structured data published at decision date, 
documents published at submission of results

Category 2
Therapeutic exploratory 
& confirmatory clinical 

trials

Phase I and phase II integrated, Phase II, Phase 
II and phase III integrated, Phase III clinical 
trials

All info published upon decision date, except for details on product 
dosage of integrated phase I and II (published 30 months after EoT)

Category 3
Therapeutic use clinical 

trials

Phase III and phase IV integrated, phase IV 
trials All info published upon decision date 
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Transparency rules: reference documents

• Revised transparency rules

• Quick guide for users

• Guidance document on how to approach the protection of personal data and 

commercially confidential information (CCI) while using CTIS and its Annex I 

• Q&A on the protection of CCI and Personal Data while using CTIS

• List of CTIS application fields and documents (with publication details)

• List of CTIS notifications fields and documents (with publication details) 

• CTIS Bitesize talk on the transparency rules
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https://www.ema.europa.eu/en/documents/other/revised-ctis-transparency-rules_en.pdf
https://accelerating-clinical-trials.europa.eu/document/download/a101771b-0be7-492f-b8bd-7f551ffbb7a7_en?filename=Revised%20CTIS%20transparency%20rules%2C%20Interim%20period%20%26%20Historical%20trials_quick%20guide%20for%20users_1.pdf
https://accelerating-clinical-trials.europa.eu/document/download/6a0b836f-4779-4bb9-9584-1ce504a9ae38_en?filename=guidance-document-how-approach-protection-personal-data-commercially-confidential-information-while_.pdf
https://accelerating-clinical-trials.europa.eu/document/download/6a0b836f-4779-4bb9-9584-1ce504a9ae38_en?filename=guidance-document-how-approach-protection-personal-data-commercially-confidential-information-while_.pdf
https://accelerating-clinical-trials.europa.eu/document/download/824905dd-3033-41e6-a871-67b20c4f4c94_en?filename=annex-i-guidance-document-how-approach-protection-personal-data-commercially-confidential_.pdf
https://accelerating-clinical-trials.europa.eu/document/download/33702a5d-13be-4c4f-936d-3627dd73085b_en?filename=ACT%20EU_Q%26A%20on%20protection%20of%20Commercially%20Confidential%20Information%20and%20Personal%20Data%20while%20using%20CTIS_v1.3.pdf
https://www.ema.europa.eu/en/documents/template-form/clinical-trial-information-system-ctis-structured-data-form-initial-application-additional-member-state-concerned-substantial-modification-non-substantial-modification_en.xlsx
https://www.ema.europa.eu/en/documents/template-form/clinical-trial-information-system-ctis-structured-data-form-notifications_en.xlsx
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-bitesize-talk-revised-transparency-rules-new-ctis-public-portal
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