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If your application includes clinical trials, please note that the European

Union (EU) pharmaceutical legislation known as the Clinical Trials

Regulation No 536/2014 entered into application on 31 January 2022,

repealing the Clinical Trials Directive (EC) No. 2001/20/EC and national

implementing legislation in the EU Member States, which regulated clinical

trials in the EU until the Regulation's entry into application.
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As a result, from 31 January 2023, all initial clinical trial applications in the

European Union (EU) must be submitted via the Clinical Trials Information

System (CTIS). CTIS is now the single-entry point for sponsors and

regulators of clinical trials for the submission and assessment of clinical trial

data.

Transition period: The Clinical Trials Regulation foresees a three-year

transition period, from 2022 to 2025. By 31 January 2025, all ongoing trials

that were approved under the Clinical Trials Directive will be governed by the

new Regulation and will have to be transitioned to CTIS.
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https://www.europeanpharmaceuticalreview.com/news/179088/clinical-trials-information-system-mandatory-in-eu/
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https://www.europeanpharmaceuticalreview.com/news/179088/clinical-trials-information-system-mandatory-in-eu/
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INFORMATION ON CLINICAL STUDIES

(For calls that involve clinical studies[1], project participants must add this document to the application and upload it as

separate annex to the proposal part B in the Submission System.)

Clinical studies have a number of methodological, operational and regulatory specificities. Information on these issues is

crucial for evaluators to assess the scientific quality and operational feasibility of the proposal. The following set of section

headings guide applicants to provide essential information on clinical studies in a standardised format.

[1] Clinical study covers clinical studies/trials/investigations/cohorts and means, for the purpose of this document,

any systematic prospective or retrospective collection and analysis of health data obtained from individual patients or

healthy persons in order to address scientific questions related to the understanding, prevention, diagnosis, monitoring or

treatment of a disease, mental illness, or physical condition. It includes but it is not limited to clinical studies as defined by

Regulation 536/2014 (on medicinal products), clinical investigation and clinical evaluation as defined by Regulation

2017/745 (on medical devices), performance study and performance evaluation as defined by Regulation 2017/746 (on in

vitro diagnostic medical devices).

EU Grants: Information on clinical studies (HE): V4.2 –01.04.2023
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Applicability:

For HE collaborative research and innovation:

Single-stage and stage-2 proposals: The use of this template is mandatory for single-stage or stage-2

proposals, if the application includes a clinicalstudy1AND it concerns a topic including clinical studies[1].

For these topics, you will have the possibility to upload the completed template as a separate part of your

application in the submission system.

Stage-1 proposals: In the limited frame of a stage-1 proposal, not all methodological details of clinical studies

can be fully elaborated. Depending on the characteristics of the study, however, key aspects of clinical study

have to be convincingly addressed already at stage 1. This template cannot be uploaded as a separate

document at stage 1, but relevant aspects of this information should be integrated in part B of the stage

1 proposal template.

[1] For proposals containing clinical studies submitted to topics not foreseeing clinical studies, you may use the section headings of this

template as an orientation and provide the related information in sections B.1 and B.3 of the proposal, if the submission system does not

provide the possibility to upload the template.

[1] For proposals containing clinical studies submitted to topics notforeseeing clinical studies, you may use the section headings of this template as an orientation and provide the related information in sections B.1 and B.3 of the proposal, if the submission system does not provide the possibility to upload the templat
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1] If the proposal contains more than one clinical study, each study should be described separately, e.g. study A, study B, etc.

For each[1] clinical study performed within the scope of the proposal, essential information according to

the below structure should be provided and compiled into one single document per proposal.

Each section must be addressed briefly and concisely. In case one or more sections do not apply to a

particular study, please provide a short explanation.

When the requested information is currently not available (e.g. a clinical study is planned for a later

stage of the project and it will be based on or influenced by future results of other studies), the source

and the collection of the relevant input should be described.

Information provided in this template does not need to be repeated elsewhere in the proposal

but can be referred to.

There are no page limitations for this template, but explanations should be as concise as possible.

[1] If the proposal contains more than one clinical study, each study should be described separately, e.g. study A, study B, etc.

1]
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Information outside the scope of this template will not be taken into account in the proposal

evaluation.

No other chapters or annexes (containing e.g. complete study protocols) can be added to this

template.

Section headings should not be changed.

Ethics considerations have to be addressed in the appropriate section of the proposal.

Similarly, risks and mitigation measures have to be addressed in the respective section of the

proposal (part B.3.1 and table 3.1e) and not in this template!
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5 Please note that from 31.1.2023 all applications for clinical trials in the EU will need to be submitted through the Clinical Trials Information System (CTIS) as per the 

Clinical Trials Regulation (536/2014):  https://euclinicaltrials.eu/

about:blank
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