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[bookmark: _Toc223873841]Introduction 
In a public health emergency (PHE) setting, the EU needs to secure fast clinical trial approval related to the health crisis across multiple EU/EEA Member States. By expediting the application procedure, the timely start of multinational clinical trials will be facilitated, promoting rapid deployment of medical countermeasures. For additional details on the conduct of clinical trials during PHEs, see Guidance EMA/44884/2026. 
In a PHE, sponsors of multinational clinical trials would most likely face challenges including time and human constraints to collect the completed required documents for a standard submission. This guidance aims to support a fit-for-purpose clinical trial application in a PHE, simplifying requirements allowing faster submission, while remaining compliant with Clinical Trials Regulation (EU) No 536/2014 (CTR). Exceptional circumstances require exceptional measures. 
This document includes applicable simplifications for sponsors preparing clinical trial applications relating to a PHE[footnoteRef:2],[footnoteRef:3]. Member States are encouraged to accept the use of these minimum requirements and the instructions provided in this guidance, except when their national legal requirements prevent them from doing so, and are deemed critical to conduct the trial in their country in a PHE. Further details of Member State requirements are included in Appendices 1 (Part I, simplified requirements for national language translations), 2 (Part II, simplified requirements) and 3 (New PHE simplified Site and Facilities Suitability template). [2:  REGULATION (EU) 2022/123 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 25 January 2022 on a reinforced role for the European Medicines Agency in crisis preparedness and management for medicinal products and medical devices]  [3:  REGULATION (EU) 2022/2371 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 23 November 2022
on serious cross-border threats to health and repealing Decision No 1082/2013/EU] 

This guidance, the simplified template and the tables in the Appendices have been revised by the Clinical Trials Coordination Group (CTCG)[footnoteRef:4] and MedEthicsEU[footnoteRef:5] and will be sent as a draft for endorsement by the Clinical Trials Coordination and Advisory Group (CTAG)[footnoteRef:6].  [4:  Clinical Trials Coordination Group under Heads of Medicines Agencies]  [5:  MedEthicsEU: Group of national representatives of Medical Research Ethics Committees]  [6:  CTR article 85 L_2014158EN.01000101.xml] 


[bookmark: _Toc223873842]Part I of the application dossier 
[bookmark: _Toc223873843]General principles and minimum requirements
While the components of the Part I application dossier remain the same as for other clinical trial applications, simplifications have been made regarding requirements for submission of Part I national translations in multinational trial applications for which the protocol is submitted in a common language (English, Appendix 1). Simplifications regarding the contents of the Part I documents should not prevent a meaningful trial risk-benefit evaluation by the Member States concerned during the application review.

[bookmark: _Toc223873844]Part II of the application dossier 
[bookmark: _Toc223873845][bookmark: _Toc223608170]General principles
According to CTR article 7, each Member State Concerned shall assess, for its own territory, the application with respect to the following aspects:
a. compliance with the requirements for informed consent as set out in Chapter V;
b. compliance with the arrangements for rewarding or compensating subjects with the requirements set out in Chapter V and investigators;
c. compliance with the arrangements for recruitment of subjects with the requirements set out in Chapter V;
d. compliance with Regulation (EU) 2016/679 on the protection of natural persons with regard to the processing of personal data and on the free movement of such data (repealing Directive 95/46/EC) (i.e. GDPR, General Data Protection Regulation, Regulation (EU) 2016/679);
e. compliance with Article 49 (i.e. Suitability of individuals involved in conducting the clinical trial);
f. compliance with Article 50 (i.e. Suitability of clinical trial sites);
g. compliance with Article 76 (i.e. Damage compensation);
h. compliance with the applicable rules for the collection, storage and future use of biological samples of the subject.
In the context of a PHE, applications must still comply with the general principles of the CTR. If sponsors opt to submit the minimum required application package, they are encouraged to include as much detailed information as possible in the protocol or in the Subject Information Sheet/Informed Consent Form, to meet the requirements set out in CTR Annex I and to enable Ethics Committee assessment of the part II elements. 
The Ethics Committee’s evaluation of the above listed aspects will be based on:
a. Subject Information Sheet/Informed Consent Form and informed consent procedure description in the protocol;
b.     - Subject Information Sheet/Informed Consent Form, which should include information on
      the subject’s compensation; and 
    - PHE simplified Site and Facilities Suitability for investigator/site compensation;
c. Protocol (according to CTR Annex I, 17.D. (x), (z), K and L);
d. Protocol (according to CTR Annex I, 17.D. (ak), (al), (am)). The protocol should add a reference to compliance with GDPR plus any applicable national legislation on data protection.
    - In addition, the Subject Information Sheet/Informed Consent Form must contain
       information related to the processing of personal data with the relevant consent;
e. Principal investigator CV and Declaration of Interest;
f. PHE simplified Site and Facilities Suitability form;
g. Proof of insurance;
h. Protocol (according to CTR Annex I, 17.D. (s)) and Subject Information Sheet/Informed Consent Form.
Member States may raise considerations if the information provided in the protocol or in the Subject Information Sheet/Informed Consent Form is deemed insufficient to verify compliance with the above requirements.
[bookmark: _Toc223608171][bookmark: _Toc223873846]Minimum requirements for Part II
The following are the Part II documents that should be submitted as a minimum during a PHE:
· Subject Information Sheet(s)/Informed Consent form(s);
· Recruitment material (advertisement), when applicable;
· Site and Facilities Suitability form for each participating site (new EU/EEA simplified template);
· Principal investigators’ CV and Declaration of Interest;
· Proof of insurance

The sponsor may submit a blank document (as a placeholder) in the mandatory Part II Clinical Trials Information System (CTIS) slot for financial arrangements when using the new site facility form document in addition to the above minimum requirements. The clinical trial application cover letter, preferably using the CTCG Cover Letter template[footnoteRef:7], should clearly indicate if the simplified application package is used for the Part II documents submission. [7:  See CTCG/HMA website under Key Documents List, Cover Letter for initial application] 

[bookmark: _Toc223608172]The remaining Part II documents to complete a standard clinical trial application dossier in CTIS, which were not submitted as part of this minimum PHE submission, should be submitted in the next substantial modification application, unless justified. 
[bookmark: _Toc223873847]Language of the Part II dossier
The Subject Information Sheet and Informed Consent Form (and any applicable recruitment material[footnoteRef:8] targeting the study participants) are the only documents mandated to be submitted in local language. All the remaining Part II documents will be acceptable in English, or in local language at the sponsor’s convenience. Please refer to Appendix 2 for any exceptions. [8:  For submission purposes, a non-certified translation of material recruitment could be acceptable, using e.g. the EU tool for public administrations, SMEs and academia after registration as EU User] 

[bookmark: _Toc223608173][bookmark: _Toc223873848]Site and Facilities Suitability form – new template
A PHE-customised Site and Facilities Suitability template has been developed based on the existing template published on the EudraLex Volume 10[footnoteRef:9] website. The template has been simplified by collecting a compliance statement instead of detailed information, supplemented with additional relevant data (such as description of financing of the clinical trial). The financial description is provided solely for information and ethical review purposes; it does not replace the site contract, which must still be set up. [9:  EudraLex - Volume 10 - European Commission. Harmonised Part II templates are published under Chapter I - Application and application documents] 


[bookmark: _Toc223873849]Authorisation with conditions
When the minimum requirements for Part II have been applied and the review of the initial application is favourable, an authorisation of the trial will be issued with conditions, where each Member State Concerned will confirm that the trial may start recruitment and will clarify in a condition which remaining Part II documents need to be submitted as part of the first substantial modification.
[bookmark: _Toc223873850]Appendices
[bookmark: _Toc223608176][bookmark: _Toc223873851]Appendix 1 - Part I simplified requirements for national language translations
[bookmark: _Toc223608177][bookmark: _Toc223873852][bookmark: _Toc223699451]Appendix 2 - Part II simplified requirements 
[bookmark: _Toc223608178][bookmark: _Toc223699452][bookmark: _Toc223873853]Appendix 3 - PHE simplified Site and Facilities Suitability template
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