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1. New rules on translations of patient-facing documents
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Why new rules on translations patient-facing documents? 
Background information:

- All patient-facing documents (EN and MS translations) were uploaded in the protocol section of CTIS (part I)

- This resulted in a high number of documents in the protocol section, and no clear overview

- Finding the authorised protocol versions can be a challenge in this long list of documents

- In case of partial submission,  sponsor already had to submit a translated version in MS language with part I only, while trial 

may never start in these MS (financial and administrative burden; also due to the fact that many MS only accept 

certified/validated translations of patient-facing documents)

- MedEthicsEU conducted survey about the MS requirements and preferences for translations of documents

- MedEthicsEU drafted proposal to move MS translations to the part II and only have the EN version in the part I protocol 

section.  

- Improved overview on the approved protocol versions and the MS translations patient facing documents; reduce

burden/costs for sponsors in case of partial application (part I only)

• Proposal endorsed by CTAG November 2025



CTR Q&A 1.24

Version March 2026

Q1.24 updated as agreed by CTAG:

• Sponsor should submit only the patient-
facing documents related to primary and 
secondary endpoints

• Translations in MS language of patient-
facing documents to the part II (annex II 
with the MS requirements is updated)

• No legal basis in CTR to submit all patient-
facing documents in the part II application 
package
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https://health.ec.europa.eu/document/download/bd165522-8acf-433a-9ab1-d7dceae58112_en?filename=regulation5362014_qa_en.pdf
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What are the new rules on translations patient-facing 

documents? 

- English (EN) version of patient-facing documents in part I (CTIS protocol section)

- MS who require a translation in MS language(s): Translated version in CTIS part II 
section “Compliance with national requirements on data protection”

- Only for Mononational trials where patient-facing document are only available in MS 
language (other than EN): no EN version in part I is needed and the version in MS 
language can be submitted in the part I 
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What are the new rules on translations patient-facing 

documents related to primary and secondary endpoints? 

- Date of implementation: 27 April 2026

- Applicable for new applications (initial, substantial modification related to patient
facing documents, additional MS)

- Trials under evaluation, authorised trials but not yet started and ongoing trials: no 

corrective action is required. Translations of patient-facing documents related to 
primary and secondary endpoints previously submitted and approved in Part I may 
remain in place and do not need to be relocated unless there is a SM on these patient 
facing documents.

Note: If there is a SM with updates on patient facing documents, see slide 8 and further for instructions
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Best practice guide naming of documents CTIS

- Version 3, February 2026

PART II

https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/CTCG/Best_practice_guide_naming_of_documents_in_CTIS_version_3.0_Feb_10_2026_rev.pdf
https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/CTCG/Best_practice_guide_naming_of_documents_in_CTIS_version_3.0_Feb_10_2026_rev.pdf
https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/CTCG/Best_practice_guide_naming_of_documents_in_CTIS_version_3.0_Feb_10_2026_rev.pdf
https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/CTCG/Best_practice_guide_naming_of_documents_in_CTIS_version_3.0_Feb_10_2026_rev.pdf
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Initial application with PFD* related to primary and/or 

secondary endpoints

New situation: Part I - D4:
EN_Questionnaire_primendpoint_v1

Example new initial application including Questionnaire_primendpoint (v1) – MSCs: BE (2 translations for this CT: DE, FR), 
CZ and FI*

*PFD = patient facing document

New situation: Part II - R2
DE_Questionnaire_primendpoint_v1
FR_Questionnaire_primendpoint_v1
CZ_Questionnaire_primendpoint_v1

*FI does not require a translation (see annex II): 
no translated version in part II-R2 for Finland
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Substantial modification PFD*  related to primary and 

secondary endpoints in CTIS with the new rules
Example SM update on Questionnaire_primendpoint (v3 to v4) – SM part I/part II
• Update EN  PFD (v3 → v4) 
• Remove all old translated versions of PFD related to primary/secondary endpoints in D4 section by using the remove 

button (first v3, then v2, then v1) .  
• Add new version (v4) of translated version of PFD related to primary/secondary endpoint in part II, section R2 (only 

for MS who require a translation).
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New situation: Part I - D4:
EN_Questionnaire_primendpoint_v4

v3
v2

v1

Example SM update on Questionnaire_primendpoint (v3 to v4) – SM part I/part II (MSCs:  Germany and France)
• Update EN  PFD (v3 → v4) 
• Remove all old translated versions of PFD related to primary/secondary endpoints in D4 section by using the remove 

button (first v3, then v2, then v1) .  
• Add new version (v4) of translated version of PFD related to primary/secondary endpoint in part II, section R2 (only 

for the MSs who require a translation).

*PFD = patient facing document

Old situation: Part I - D4:
EN_Questionnaire_primendpoint_v3

v2
v1

DE_Questionnaire_primendpoint_v3
v2

v1
FR_Questionnaire_primendpoint_v3

v2
v1

New situation: Part II - R2
DE_Questionnaire_primendpoint_v4
FR_Questionnaire_primendpoint_v4

Substantial modification PFD*  related to primary and 

secondary endpoints in CTIS with the new rules
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What are the rules for Patient Facing Documents (PFD) 

not related to primary and secondary endpoints in CTIS

- PFD not related to primary and secondary endpoints should be removed with the next SM 
part I. Otherwise, these PFDs will continue to be included in all subsequent SMs (CTIS 
functionality). 

- This is to prevent that outdated versions are included in a SM application
- All versions should be removed
- The version submitted previously in a CT application (IN, SM1, SM2, ....) remains visible in CTIS!

*PFD = patient-facing document
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PFD*  not related to primary and secondary endpoints in 

CTIS with the new rules

New situation: Part I - D4:

Next SM part I – remove all versions of PFD not related to primary/secondary endpoints by using the remove 
button. See example for a Diary to measure an exploratory endpoint 

*PFD = patient-facing document

Old situation: Part I - D4:
EN_Diary_exploratory_v2

v1
DE_Diary_exploratory_v2

v1
FR_Diary_exploratory_v2

v1
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Additional MS: Spain

New situation: Part I - D4:
EN_Questionnaire_primendpoint_v3

v2
v1

DE_Questionnaire_primendpoint_v3
v2

v1
FR_Questionnaire_primendpoint_v3

v2
v1

EN_Diary_exploratory_v2
v1

DE_Diary_exploratory_v2
v1

FR_Diary_exploratory_v2
v1

Example of Spain as additional MS and no other SMs submitted yet to move/remove translated versions in CTIS
• Addition of Spain as MS, not possible to have other changes in CTIS (deleting existing Part I PFD* not possible)

*PFD = patient facing document

Old situation: Part I – D4
EN_Questionnaire_primendpoint_v3

v2
v1

DE_Questionnaire_primendpoint_v3
v2

v1
FR_Questionnaire_primendpoint_v3

v2
v1

EN_Diary_exploratory_v2
v1

DE_Diary_exploratory_v2
v1

FR_Diary_exploratory_v2
v1

New situation: Part II – R2:
ES_Questionnaire_primendpoint_v3
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Transition period  
- Transition period is foreseen for sponsors that are not ready on 27 April to comply with 

this new procedure due to required changes in internal processes, 

- Sponsor are requested to include a justified request for exemption in the cover letter. 

- Transition period of 3 months
- Translations of patient facing documents in MS language uploaded in part I will be

accepted
- If sponsors of applications submitted before 27 April 2026 have already implemented

the new rules, this will be accepted as well

- Except for article 11 (part I only submission):  as of 27 April only the English (EN) version 
of patient-facing documents should be included in a Part I only submission (no part II 
application)
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2. New harmonised template on recruitment and informed 

consent procedure 

One template, all EU Member States: The EU has introduced 
a new standard template covering recruitment and informed 
consent procedures. The template was developed by 
MedEthicsEU, the European… | EU Health and Food Safety

https://www.linkedin.com/feed/update/urn:li:activity:7467917628750147584
https://www.linkedin.com/feed/update/urn:li:activity:7467917628750147584
https://www.linkedin.com/feed/update/urn:li:activity:7467917628750147584
https://www.linkedin.com/feed/update/urn:li:activity:7467917628750147584
https://www.linkedin.com/feed/update/urn:li:activity:7467917628750147584
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Template on recruitment and informed consent procedure 
- Published on Eudralex volume 10: EudraLex -

Volume 10 - Public Health - European 
Commission 

- The new version replaces the previous 
version 

- Highly recommended to use the new version

- Transition period of three months (fully 
implemented on September 1st, 2026)

- Applicable for initial Part II submissions 
(initial,  Add MSC, Art. 11)

- No retrospective implementation is needed

https://health.ec.europa.eu/medicinal-products/eudralex/eudralex-volume-10_en
https://health.ec.europa.eu/medicinal-products/eudralex/eudralex-volume-10_en
https://health.ec.europa.eu/medicinal-products/eudralex/eudralex-volume-10_en
https://health.ec.europa.eu/medicinal-products/eudralex/eudralex-volume-10_en
https://health.ec.europa.eu/medicinal-products/eudralex/eudralex-volume-10_en
https://health.ec.europa.eu/medicinal-products/eudralex/eudralex-volume-10_en
https://health.ec.europa.eu/medicinal-products/eudralex/eudralex-volume-10_en
https://health.ec.europa.eu/medicinal-products/eudralex/eudralex-volume-10_en


19*Translated version of template in MS language is acceptable (check MS website)

*
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Thank you for the attention!

medethicseu@ec.europa.eu
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