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Information sheet
 [TITLE OF THE PROJECT]

Dear Mr./Mrs.,
We suggest you participate in the study: [Title of the project]
Before confirming your participation in the study, it is important that you understand what it is about. Please read this document carefully and ask any questions you consider appropriate.
 OBJECTIVES OF THE STUDY
This study aims to [Objectives of the study].
ETHICS COMMISSION
This study has been evaluated and accepted through a favorable report by [Name of the clinical research ethical committee] according to the criteria of this body, independent of the research team.
PROCEDURE AND DURATION
[The person in charge of the project] will ask for your informed written consent for participation in this study. If you decide to collaborate in this study, you should know that some data about your social and health care, necessary for the development of the project, will be used in the sources cited below: [Information sources]
This data covers information on [Type of Data].
VOLUNTARY PARTICIPATION
Your participation is completely voluntary and you will not receive any financial compensation for it. [Mention whether if not participating in the study can negatively affect the person who is about to sign this document or not].
If you decide to interrupt your participation in the study, there are two options:
· If the data has not yet been collected, it will be possible to stop the collection process and not to include your data in the study.
· If data has already been collected, due to the nature of your participation, we will have no way to remove your data from the study. All data will be aggregated, which means that it will be impossible to disaggregate and identify any particular participant in order to delete their data. Therefore, the data will be kept during the conservation period.
 BENEFITS AND RISKS
We cannot guarantee that your participation will generate any direct benefit to you. You should know that the study will obtain information of great interest to [Explanation of for whom the study may be of interest]. You do not have any expected risk from participating in the study.
NO COMMERCIAL PURPOSES
The data collected in this study will not be used in any case for commercial purposes: the object of this study is that of the common good and the general interest in improving the health and social welfare of citizens, and the resolution or improvement of relevant health and / or social problems.
 SHARED RESULTS
The results obtained through this study will be published openly - with free access and consultation for anyone who wants to know them, in an anonymized way - it will not be possible to directly or indirectly identify the participants whose data have been used in this study and not no economic consideration will be required to access. These results will not be, in any case, reserved. Therefore, they will be disclosed and made available to the medical and scientific community at no cost.
PRIVACY
To protect your privacy, the pseudo-anonymization of the data will be guaranteed as much as possible so that you cannot be identified. [Explain if there is any data that may imply a risk of re-identification and what are the measures taken to mitigate the exposure].
 
CONFIDENTIALITY AND PROTECTION OF PERSONAL DATA
The [Responsible entity] will process the data in compliance with the technical and organizational security measures necessary to comply with the data protection regulations. You will be provided with all the information on said measures in the event that you consider requesting them.
The confidentiality of personal data is guaranteed. The results of the study will be stored in specific files created specifically for this purpose and will be protected with the security measures required by current legislation. No personal data that allows identification will be accessible to any person who is not a participant in this study, nor may it be disclosed by any means.
At any time you can exercise your rights of Access, Rectification, Cancellation / Suppression, Opposition, limitation of data processing and portability, as well as any other right recognized in the terms and conditions established by current legislation on Data Protection (current LOPDGDD, General Data Protection Regulation of the European Union, RGPD-EU, 679/2016), such as requesting your personal data, rectifying it if necessary, as well as revoking the authorization for the inclusion in the study. To exercise these rights, you must address, personally or in writing, the main Investigator of the study, clearly indicating your request and attaching a copy of your identification document.
In accordance with the provisions of the General Data Protection Regulation, Regulation (EU) 2016/679, we summarize the data protection information:
· Responsible for the treatment: [Information of the responsible for the treatment]
· Purpose: [Brief description of the purpose].
· Legitimation: Your consent. It can be withdrawn at any time.
· Recipients: your data will be processed by [Name of the person or institutions which will process the data]. The anonymized data may be hosted and published in a publicly accessible repository.
· Rights: the access to your data, rectification, deletion, request for portability, opposition to treatment and request for limitation will be avaliable by writing an email to [Name and email adress of the person responsible for the data processing]. If you consider that your rights have not been duly taken care of, you can file a claim to [Name and contact detail of the corresponding institution].
 QUESTIONS / INFORMATION
If you have any questions about this study, you can contact [Role of the person responsible for the data processing] ([Name and email address of the person responsible for the data processing]). If you have any doubts, complaints or questions about this study or about your rights as a participant, you can contact the [Name and contact of the clinical research ethical committee]. The [Name of the clinical research ethical committee] is an independent body of the research team and will treat the messages received with confidentiality.
 

Informed consent sheet

· Title of the project: [Title of the project]
· Principal Investigator: [Name and contact details of the principal investigator]
· Institution: [Name of the institution]
· I CONFIRM that:
· I have read the information sheet of the research project,
· I have been able to ask questions about the project,
· I have received enough information about the project,

·  I UNDERSTAND that my participation is voluntary
☐ 	I GIVE MY CONSENT for the data to be collected about [Type of data] found in [Location of data], and that are necessary for the execution of the project.
This data covers information on: [Variables collected by the data].
☐ 	I GIVE MY CONSENT for the anonymized publication in an open science repository of information contributed to the research project
 
Name and surname:
Signature:
Place and date:



	[image: ]
	This document has been used under the terms of the Creative Commons Atribución-NoComercial-CompartirIgual 4.0 Internacional



 




image1.png
QOO




