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The CER (Research Ethics Committee) examines research protocols conducted under the responsibility of a researcher or a tenured academic affiliated with the institutional community of Université de Toulouse. 
[bookmark: _GoBack]Questions concerning the submission:
 
|_| I am aware that the decision issued by the CER only concerns the research project presented in this document. 

|_| I solemnly declare that data collection for this research has not yet been initiated. 

|_| This is a 2nd or 3rd submission, please include the file reference number: 

|_| I am aware that the decision issued by the CER will be sent to the Head of the Research Unit within which I conduct my research activities. 
Full name and e-mail address of the Research Unit Director:

Type of opinion requested from the committee:
|_| I would like to obtain a straightforward ethical opinion from the CER. The scientific project will only be assessed if the committee is required to consider a cost/benefit ratio in its assessment of the ethical questions raised by the project. An approval number from the CER will be issued.

|_| I want to obtain an IRB number. In this case, I understand that my project will be systematically evaluated from both an ethical and a scientific point of view, which should lead you to develop your arguments more thoroughly than for any other project. I have also taken note of the fact that the CER is waiting for a justification of my IRB application rather than a simple ethical assessment (targeted review requiring an IRB and not just an approval by an ethics committee, international collaboration requiring each partner to obtain an IRB, international funder requiring an IRB, etc.). 
I have noted that the CER must ensure that IRB-labelled research is monitored. I therefore undertake to submit a report on the research progress to the CER Board on the day preceding the anniversary date of the CER decision, and annually thereafter until the project's completion.
	Justification for requesting an IRB: 




|_| In the case of data collection via the Internet, I solemnly undertake to verify that the platform does not record participants’ IP addresses, and if necessary, configure the platform to prevent the recording of participants' IP addresses.

|_| I am aware of the instructions concerning compliance with the data protection regulations in force.
Reference texts: 

· Regulation (EU) 2016/679 of the European Parliament and of the Council of April 27th, 2016 on the protection of natural persons about the processing of personal data and on the free movement of such data and repealing Directive 95/46/EC (General Data Protection Regulation) (Text with EEA relevance)
· French Data Protection Act (Law 78-17 of 6 January 1978, amended) concerning information technology, files, and civil liberties.
If your research involves handling personal data (such as studies, surveys, interviews, video and voice recordings), it is subject to compliance with the fundamental regulatory principles of data protection.

All parties involved in research must continually review their compliance with the regulations and prove that they are compliant before implementing their processing by maintaining detailed documentation (GDPR compliance file, compliance with a CNIL reference methodology, privacy impact analysis of data processing, notification of data breaches, contractualization of compliance between parties/data transfers outside the EU). 

To find out about the obligations relating to your research and to ensure that your data processing complies with these obligations, the CER invites you to begin by contacting the Data Protection Officer (DPO) responsible for the research unit in charge of the study (find out more about the GDPR https://www.cnil.fr/). 

It is not the role of the CER to deal with interventional research involving humans. This type of research should therefore be referred to the Committee for Protection of Individuals (Comité de protection des personnes). 


|_| I undertake to report to the CER board any unanticipated events that occur during the course of the study. This information will be used to initiate a dialogue with the office to protect both the participants and the researchers involved. It will be used to improve future services and advice that the CER may provide. 

|_| I undertake to inform the CER board of any changes to the protocol on which the CER has issued an opinion. This declaration will be the subject of an amendment submitted to the board, which will formally validate it. 

Caution regarding research partially carried out outside of France. The CER does not issue a verdict concerning the part of a research protocol which is carried out outside France and which must be submitted to a local ethics committee or one familiar with the local customs [except in the case where a researcher belonging to a member institution of the University of Toulouse carries out his research in a country in which there is no research ethics committee or in the case where proven steps to obtain the opinion of a local ethics committee have not been successful. Nevertheless, there is no research ethics committee in the country in which the research is planned. In that case, the CER invites the project coordinator to consider the creation of an ad hoc CER bringing together academics and/or members of local associations concerned by the theme of the project, as well as ethics specialists from other countries where there is a tradition of ethical review of research proposals. If all these steps have been unsuccessful, provide the CER with details of the steps taken. 

Date:                    Name and digitised signature of the scientific director:

Editorial advice: Please delete the instructions for each heading from your final form (the text in grey and italics).

Scientific field:


Project title: 


SUMMARY OF THE PROJECT (maximum half a page):


Tenured researcher (only 1) with scientific responsibility for the project (scientific coordinator):
The project coordinator must hold a doctoral degree and occupy a research position, as demonstrated by their job description. Typically, this is an academic (senior lecturer, university professor, researcher, or research director within a research organization). However, it can also be a temporary teaching and research assistant with a doctorate, or a postdoctoral researcher, or an employee in the public or private sector who holds a doctorate and has a research function, as evidenced by their job description (in the latter case, please attach the doctorate diploma and job description). Please provide the following information: full name, institutional email address and telephone number, position, affiliation, and postal address. 

Other contributors to the project (exhaustive list): 
Please provide all the following information: full name, institutional email address and telephone number, job title, and affiliation.


Conflicts of interest:
To the best of your knowledge, do any of the researchers involved in the project have a vested interest (personal or institutional) or conflict of interest about a partner, financial backer, or any other institution? If so, please describe the situation, the identity of the persons involved, and, if possible, how the investigators intend to mitigate these interactions. A conflict of interest does not necessarily lead to an adverse decision; however, the CER considers it extremely important that the researchers transparently declare any vested or conflicted interests.

Place(s) of research where the study will be conducted:
Primary objective (maximum 5 lines):


· PROJECT DESCRIPTION

Context and scientific interest:
This section should be developed over two pages to indicate the state of the art and argue the interest of your research. 
Health applications, industrial applications, interest in scientific knowledge, societal interest, etc. 
Your project is likely to be read by non-scientific members of the CER or members of a scientific discipline other than your own. Avoid or explain specialized scientific terms. Acronyms that are not explained should be avoided. 

Objectives:

General assumptions:


· MATERIALS AND METHODS


· Participants 

Estimated number of participants : Specify and justify the criteria and the methodology used to set this number (scientific literature, G*Power, etc.): 

Recruitment:
Recruitment mode: advertisements, listings, snowball sampling, etc.
Place of recruitment: specify the planned place of recruitment or the criteria that will determine the choice of place
Inclusion criteria: specify and justify the criteria for selecting participants in line with your research objectives. These criteria could include age range, manual laterality, proficiency in French, the native language, nationality, and involvement in the process under study, among others.
Criteria for non-inclusion: specify and justify the requirements for non-inclusion of participants in relation to your research objectives. These criteria come into play once you have selected your participants, i.e., they will lead to some of the chosen participants not being included in your protocol. These criteria may relate to visual, auditory, or neurological disorders, addictive behaviour, etc. 

Recommendation 1: To minimize the risk of a possible breach of privacy, we recommend adopting a global approach. For example, for the exclusion criteria, ask whether the participant meets any of the exclusion criteria from a list presented to them, rather than asking which specific criterion applies to them. 

Recommendation 2: For reasons related both to the generalisability of the results and to the ethical principle of justice, please ensure that selection and non-inclusion criteria are applied with restraint. For example, very few studies require participants to be native French speakers; most only need a good command of the French language. 
Possible compensation for participants: 
Do you plan to offer compensation to the participants involved in the research? If so, please indicate this and specify the form it will take. Wherever possible, ensure that the principle of fairness is applied equally to all participants.

· Method

Description of the protocol: Tasks, questionnaires, and other relevant materials. 
We must be clearly informed about the materials you intend to use, so that we can assess whether they present any risk to your participants. In the specific case of the electroencephalogram (EEG), please include a preliminary test of the gel on the participant's hand to ensure that they are not allergic. Specify the technical characteristics of the equipment used (e.g., audio and video recording devices, focal length, etc.). All equipment must be provided in Appendix 2 of this form. If you are unable to provide all the equipment at this stage, please explain why. Your application will then be amended at a later date. 


References (only the references cited in the form):

Timetable for assessments or observations: Start and end dates (in months and years), number of assessment sessions for each participant, and duration of the evaluation for each participant. This information may be presented in the form of a table. 

Duration of the study: This point corresponds to the amount of time required to collect the data.
Data analysis: brief description of data analysis (quantitative and qualitative)


· Foreseeable or known benefits and risks to physical and mental health (self-esteem, etc.) and social life (reputation).
· Present the benefits of your study:
· Benefits in terms of scientific progress:
· Benefits for society:
· Benefits for the participant:


· You must answer yes or no in the table below to list the risks you may encounter during your study. In each case, you must specify how these risks can be prevented.
· Below the table, present other possible risks associated with your study. For these and the risks noted in the table, you must specify each time the means of preventing these risks or the procedures that will be implemented if the risks occur (for example, if a participant panics). The notion of risk involves all of a person’s components (physical, psychological, relational, emotional, social, etc.). For example, a simple inconvenience may constitute a risk and must be specified. Particular attention must be paid to participants in so-called vulnerable categories: prisoners, children, pregnant women, etc.
Answer yes or no in the appropriate box:

	Yes/No
	List of risks. For each risk you have identified, justify the need to take this risk and indicate the precautions you will implement to limit this risk as much as possible and to deal with the occurrence of a problematic case (insert your text in the corresponding cell and highlight it in green).


	
	Does your protocol involve an experimental set-up designed to conceal part of the objective or methodology from the participants or to make them believe in alternative objectives or methodologies? If so, the form must include a description of the experimental design and an explanation of how the true aims were disclosed to participants at the end of the study (Appendix 3). You must also provide justification demonstrating that such concealment is essential to the study’s objectives and the issues at stake, and that none of the withheld information is likely to compromise participants’ safety or dignity. The researcher must reflect on the issue of informed consent: might the participant have declined to take part had they been aware of the true purpose or procedures of the study from the outset? Finally, ensure that participants are given the option to withdraw their data after debriefing. 

	
	Questions or situations that might make participants feel uncomfortable?

	
	Materials considered by the participant to be threatening, shocking or repugnant?

	
	Invasion of the privacy of the participant and his/her family, including the use of personal information?

	
	Use of physical stimuli (auditory, visual, haptic, etc.) other than those associated with normal activities?

	
	Deprivation of physiological needs (drinking, eating, sleeping, etc.).

	
	Manipulation of psychological or social parameters such as sensory deprivation, social isolation or psychological stress?

	
	Physical effort beyond the level considered moderate for the participant?

	
	Exposure to drugs, chemicals or potentially toxic agents?




· Vigilance/Early termination of the study

Criteria leading to termination of the study for one of its participants:
Example – A participant withdraws their consent to participate in the study during or after the data collection phase.

· DATA PROCESSING – RESPECT FOR PARTICIPANTS’ PRIVACY
The project coordinator must specify the conditions under which the collected data will be processed, anonymized, and stored, as well as the measures in place to ensure the protection of privacy throughout the implementation of the protocol and the dissemination of the study’s results. He must provide full references (in the case of standardized tools) for any questionnaires used in the research and explain how they will be administered (e.g., paper, online, or interview). 

· Confidentiality

Anonymisation process:
The concept of data anonymisation goes beyond simply concealing a participant’s name. It implies that it is impossible to identify individuals from the data, even indirectly. Generally speaking, confidentiality is ensured by assigning each participant or group a unique identification code, typically in the form of a random number, in both electronic and paper analyses and documents.
However, there are two distinct scenarios regarding the protection of privacy and confidentiality.
Case 1 – The protocol ensures that the data processed is anonymous or has been anonymised through the use of random identifiers. It does not allow individuals to be identified, even indirectly, by any means; therefore, it is no longer considered personal data, and there is no correspondence table between participants’ identities and the data sets. 
Case 2 – The data qualifies as personal data, or there exists a correspondence table linking each participant’s identity to a random identifier (a set that the research objectives may justify). 
In this second case, strict anonymity cannot be guaranteed (persons identified or identifiable in the documents, even partially or temporarily). Thus, a principle of confidentiality rather than anonymity applies. In such cases, please provide:
· A justification for not anonymising data
· A description of any potential breaches of privacy that could result from the project or the publication of its findings,
· The safeguards and procedures are in place to mitigate these risks.

Persons having access to the data:
Please specify the individuals who will have access to the data, such as the project coordinator, research associate(s), etc.

Storage and Archiving
A distinction must be made between storage and archiving. Storage concerns the phase during which the data is ‘alive’: being analysed, exchanged between the researchers involved in the research project. The CER expects precautions to be taken, particularly for sensitive and/or identifying data (typically: a secure institutional cloud, such as SCOUT or MyCore, with access based on the authentication of the researchers involved, or a professional computer with an access code and an encrypted data file). Archiving takes place after the data has been analysed and generally anonymized for a period that must be consistent with sound research practice. The CER recommends archiving data for 15 years after collection. In any case, a period of 5 years would appear to be an incompressible minimum in terms of good research practice. Data may also be ‘opened up’ (in the sense of open science) for a period to be defined. It is, however, essential to inform participants that their data will be shared with researchers not involved in the project, and for how long. The archiving site requires a permanent storage facility (typically, the Human-Num https://www.human-num.fr/la-tgir-en-bref or Progedo https://www.progedo.fr/ infrastructures are ideally suited for archiving SHS data, which can be supplemented with an external hard disk that the project coordinator secures by encrypting the data and placing it in a locked cupboard in their laboratory).

Type of data stored and archived (specify whether the data can lead to identification of the participants, either directly or by cross-referencing): 
Here, too, we need to distinguish between the concepts of storage and archiving. The identifying nature of the data, if it exists at the storage level, must be eliminated at the archiving level.

Duration of consents archiving:
As regards the archiving of consent forms (which must be identifiable), the CER advises that they should be kept for 10 years from publication and 20 years in the event of non-publication, in a sealed envelope bearing the words: “I certify that this envelope contains x (number) consent form(s) and x compliant information form(s), collected as part of the study xxx”, followed by the name of the person responsible. Place this sealed envelope in a locked cupboard in the laboratory.

Person responsible (project coordinator):

Data may be destroyed at the request of the participant (see cases in the informed consent form):

· INFORMED CONSENT FORM INCLUDING THE INFORMATION TO BE GIVEN TO PARTICIPANTS
The form submitted to the CER must include a consent form containing the information provided to the participants, which they must sign, as well as any posters used to recruit them. In cases where a pre-assessment involving a series of tests is used as an inclusion criterion for selecting the participants, the consent form must be signed before these tests are taken.

Precision on information given to participants:
All pre-selected participants will be informed beforehand by the scientific coordinator of the study’s objectives, methodology, duration, foreseeable constraints, and potential risks – except in cases where the initial assessment must be conducted without participants being aware of the study’s true objective. In such cases, please provide a scientific justification for the absence of prior information and an indication given of how this information will be provided to participants afterwards (debriefing, Appendix 3), as well as the possibility given to the participant to withdraw from the study once all the information on the objectives has been provided. A summary of the information given by the project coordinator will be provided in the consent form (Appendix 1).
Generally speaking, the information given to participants in this consent form must be clear, legible, and concise (avoid or explain specialized scientific terms). The document must be written in a language understood by the participant (French by default, or another language if necessary; if necessary, check with the CER to determine whether a translation should be provided). Remember to adapt the form suggested below to your research protocol and the target audience (for example, by tailoring the information and its format to children). 
The consent form should follow the model provided (Appendix 1). It must clearly state the participant’s right to refuse participation, the possibility of withdrawing consent at any time, the right to access the study results, and the contact details of the project coordinator. It should make it clear to participants that they are entirely free to refuse to participate in the study or to withdraw their consent without incurring any prejudice as a result (for example, when participants are students, it should be specified that refusal or withdrawal has no consequences for exam results). For patients, it is essential to note that participation in the study (whether by refusal or withdrawal) does not affect the care provided. Patients will be informed of the possibility of rectifying or destroying data concerning them. However, about the latter right, a distinction must be made between the following two cases:
Case 1 – Inform participants that strict anonymity makes it impossible to rectify or delete information about them after their participation has ended. 
Case 2 – Inform participants that, in accordance with the provisions of the French Data Act (loi Informatique et Libertés), they may exercise their rights of access, rectification, or deletion by contacting the project coordinator. 

Details on signing the informed consent form and giving it to the participant:
After ensuring that the information provided has been fully understood, the researcher will obtain the participant's consent to participate in the study. If he agrees, the participant will sign the consent form in duplicate before the study begins (Appendix 1). The researcher will keep one copy and give the other to the participant.
In the case of a strictly anonymous internet study, it is accepted that consent can be expressed by ticking a box. It is necessary for the study not to proceed without this consent. Still, in this case, the CER recommends that the participant confirm their consent at the end of the survey before submitting the form. If consent is not confirmed, all records of responses must be deleted. 
Specify here how informed consent will be obtained:
For exceptional cases, such as children, vulnerable individuals, or those under guardianship, please contact the CER board for further assistance. 

Consent of adolescent minors:
The CER encourages researchers to reflect on the balance to be struck between protecting participants and respecting their autonomy. These two principles refer to respect for the individuality and integrity of a person. This reflection cannot be conducted in isolation from legal considerations. 
It is therefore necessary to distinguish between RGPD consent (mandatory from a legal perspective) and ethical consent (mandatory from a moral perspective). As a result, parental authorization should not be automatically required in cases where GDPR consent is not necessary (i.e., where no sensitive data is collected) and the research involves no foreseeable risk. In such instances, the ethical consent of an adolescent aged 15 or over is sufficient, without the need for parental authorization. It is the responsibility of the researcher to conduct this reflection, and of the CER to assess its relevance. 

Editorial instructions: Please delete the instructions for each section (the text in italics) from your final form.

APPENDIX 1 – INFORMATION NOTICE AND INFORMED CONSENT – English version

Reminder: The information given to participants in this consent must be clear, legible, and concise (avoid or explain specialized scientific terms) and adapted to the people for whom it is intended.
When the study involves children, the committee recommends that two separate forms be developed, each tailored to its intended recipient: one for parents and one for children. For example, if the participants are children, be sure to explain to them how the study works, including the possibility of stopping the study at any time, using very simple vocabulary so that they can understand. We would draw your attention to the importance of adapting your vocabulary to convey information to participants (adults, older adults, children, parents of children, patients, guardians) who are neither scientists nor members of an ethics committee. 

Project title:

Before agreeing to take part in this research project, please take the time to read and understand the following information. This document explains the purpose of this research project, its procedures, advantages, risks, and disadvantages. We would like to remind you that you can withdraw from the study at any time without providing a reason. Refusing to take part will not affect your relationship with the research team proposing the study. 
This study received a favourable opinion from the Toulouse Research Ethics Committee (opinion no. ………, dated …………….). 

Researcher with scientific responsibility for the project:
Please provide all the following information: full name, e-mail and telephone number, position, affiliation, and postal address. 
Search location:

Aim of the research project:

What is expected of you (methodology):

Here, you must describe to the participant what they will have to do and under what experimental conditions they will be observed. 
Example – If you agree to take part in this study, you will take part in an experiment in which you will associate words with images. We will then record your eye movements while you listen to sentences containing the exact words and choose the corresponding image (this will take around 25 minutes). At the end of the experiment, you will complete a questionnaire that will ask you to provide information about your knowledge of languages and your learning of French (this will take approximately 5 minutes). 

Your right to withdraw from the research at any time:
Please make the following points clear to the participant: 1/ their contribution to this research is voluntary; 2/ he or she may withdraw or cease participation at any time; 3/ his or her decision to participate, to refuse to participate, or to discontinue participation will not affect their grades, status, or future relations with laboratory X, University Y. 

Your rights to confidentiality and privacy:
Explain the following points to the participant: 1/ the data obtained will be treated with the utmost confidentiality; 2/ the participant’s identity will be masked using a random number; 3/ no other information that could reveal the participant’s identify will be shown; 4/ all data will be kept in a secure place and only the scientific coordinator of the project or research assistants will have access to it; 5/ regarding the possibility of destroying or rectifying the data after the fact, include information according to case 1 or case 2 described in the informed consent form. 

Benefits:
· Benefits in terms of scientific advances:
Example – The expected benefits of this research are to gain a better understanding of the factors that influence how native and non-native speakers of French perceive French words. 
· Benefits for society:
Example – A better understanding of these factors could help to improve the teaching methods used by teachers in French lessons.
· Benefits for the participant:
Example – In this research, the participants derive no benefit other than the satisfaction of contributing to scientific advances.

Possible risks:
In addition to the risks associated with staging the experiment, which will be explained to the participants afterwards (see Benefits and Risks section), you must set out here the risks that you have described in the protocol and the means of preventing these risks or the procedures that will be implemented if a risk occurs. 
Example – To the best of our knowledge, this research poses no risks or discomforts beyond those commonly encountered in everyday life. Eye movements are recorded using a device that reflects infrared light from the pupil and cornea of the eye. The pupil and cornea absorb a small amount of energy from the infrared light, but this is less than the amount permitted by international recommendations (American National Standards Institute: ANSI Z 136.1-1973). This is about the same amount of light as you receive on a sunny day.

Dissemination:
Example – This research will be presented at conferences and published in conference proceedings and academic journal articles.
You can find out more about the general results of this study by contacting the scientific coordinator of the research or by visiting the following webpage (link provided).

Your right to ask questions at any time:
Example – You can ask questions about the research at any time by contacting the project’s researchers via email at X (or by phone at Y).

If you have any questions about the protection of your data, don’t hesitate to get in touch with the establishment’s DPO (give the e-mail address of the DPO of the project sponsor’s establishment).
If you have any questions about the ethics of the project, don't hesitate to get in touch with the Toulouse Research Ethics Committee (bureau-cer@univ-toulouse.fr).


Content to participate:
By signing the consent form, you certify that you have read and understood the above information, that your questions have been answered to your satisfaction, and that you have been informed that you are free to withdraw your consent or withdraw from this research at any time, without any prejudice.

To be completed by the participant:
I have read and understood the above information, and I agree to participate in this research.
Surname, First name – Date – Signature


You will be given a copy of this document, and another copy will be kept in your file.




APPENDIX 1 – INFORMATION NOTICE AND INFORMED CONSENT – French version


Rappel : Les informations données aux participants dans ce consentement doivent être claires, intelligibles et concises (éviter ou expliciter les termes scientifiques spécialisés) et adaptées aux personnes à qui elles sont destinées.
Lorsque l’étude porte sur des enfants, le comité recommande la rédaction de deux formulaires distincts, chacun adapté à ses destinataires : un formulaire destiné aux parents et un formulaire destiné aux enfants. Par exemple, si les participants sont des enfants, veillez à leur expliquer le déroulement de l'étude, la possibilité d'arrêter à tout moment l'étude, etc. avec un vocabulaire très simple afin que les enfants soient en mesure de comprendre. Nous attirons votre attention sur l'importance d'adapter votre vocabulaire pour transmettre des informations aux participants (adultes, personnes âgées, enfants, parents d’enfants, patients, tuteurs) qui ne seraient ni scientifiques, ni membres d'un comité d'éthique. 

Titre du projet :

Avant d’accepter de participer à ce projet de recherche, veuillez prendre le temps de lire et de comprendre les renseignements qui suivent. Ce document vous explique le but de ce projet de recherche, ses procédures, avantages, risques et inconvénients. Nous vous rappelons que vous pouvez interrompre votre participation à l'étude à tout moment sans avoir à vous justifier. Un refus de participer n'aura aucune conséquence sur votre relation avec l'équipe de recherche qui la propose.
Cette étude a reçu un avis favorable du Comité d’Ethique de la Recherche de Toulouse (avis n°…, en date du …).

Chercheur titulaire responsable scientifique du projet :
Veillez à fournir l’ensemble des informations suivantes : nom et prénom, mail et téléphone, fonction, affiliation et adresse postale.
Lieu de recherche :

But du projet de recherche :

Ce que l’on attend de vous (méthodologie) :
Vous devez décrire ici au participant ce qu’il devra faire et dans quelles conditions expérimentales il sera observé.
Exemple - Si vous acceptez de participer à cette étude, vous participerez à une expérience pendant laquelle vous associerez des mots à des images. Nous enregistrerons ensuite les mouvements de vos yeux pendant que vous écouterez des phrases contenant ces mêmes mots et choisirez l’image leur correspondant (cela durera environ 25 minutes). A la fin de l’expérience, vous remplirez un questionnaire dans lequel vous fournirez des renseignements au sujet de votre connaissance des langues et de votre apprentissage du français (cela durera environ 5 minutes).

Vos droits de vous retirer de la recherche en tout temps :
Préciser les points suivants au participant : 1/ sa contribution à cette recherche est volontaire ; 2/ il pourra s’en retirer ou cesser sa participation en tout temps ; 3/ sa décision de participer, de refuser de participer, ou de cesser sa participation n’aura aucun effet sur ses notes, son statut, ses relations futures avec le laboratoire X, l’Université Y.

Vos droits à la confidentialité et au respect de la vie privée :
Préciser les points suivants au participant : 1/ les données obtenues seront traitées avec la plus entière confidentialité ; 2/ son identité sera masquée à l’aide d’un numéro aléatoire ; 3/ aucun autre renseignement ne sera dévoilé qui puisse révéler son identité ; 4/ toutes les données seront gardées dans un endroit sécurisé et seuls le responsable scientifique et les chercheurs adjoints y auront accès ; 5/ Sur la possibilité de destruction ou de rectification a posteriori des données, inclure une information en fonction du cas 1 ou du cas 2 décrits dans le formulaire de consentement éclairé.

Bénéfices :
· bénéfices en termes d’avancées scientifiques :
Exemple - Les avantages attendus de cette recherche sont d’obtenir une meilleure compréhension des facteurs qui influencent la façon dont les locuteurs natifs et non-natifs du français perçoivent les mots français.
· bénéfices pour la société :
Exemple - Une meilleure compréhension de ces facteurs pourra contribuer à améliorer les méthodes pédagogiques employées par les enseignants dans les cours de français.
· bénéfices pour le participant :
Exemple : il n’y a pas, dans cette recherche, de bénéfice pour le participant autre que la satisfaction d’avoir contribué à des avancées scientifiques.

Risques possibles :
A l’exception des risques liés à la mise en scène expérimentale qui fera l’objet d’une explicitation a posteriori aux sujets (voir partie bénéfices et risques), vous devez ici énoncer les risques que vous avez décrits dans le protocole et les moyens de prévenir ces risques ou les procédures qui seront mises en œuvre si le risque se réalise.
Exemple - À notre connaissance, cette recherche n’implique aucun risque ou inconfort autre que ceux de la vie quotidienne. Les mouvements oculaires sont enregistrés à l’aide d’un appareil qui reflète la lumière infrarouge de la pupille et de la cornée de l’œil. La pupille et la cornée absorbent une petite quantité d’énergie de la lumière infrarouge, mais cette énergie représente moins que la quantité permise par les recommandations internationales (American Standards Institute : ANSI Z 136.1-1973). Il s’agit d’à peu près la même quantité de lumière que celle que vous recevez lors d’une journée ensoleillée.

Diffusion :
Exemple – Cette recherche sera diffusée dans des colloques et elle sera publiée dans des actes de colloque et des articles de revue académique.
Vous pourrez prendre connaissance des résultats généraux de la présente étude, en contactant le responsable scientifique de l’étude et/ou en consultant la page web suivante (mettre le lien).

Vos droits de poser des questions en tout temps :
Exemple - Vous pouvez poser des questions au sujet de la recherche en tout temps en communiquant avec le responsable scientifique du projet par courrier électronique à X (ou par téléphone au Y). 
Si vous avez des questions relatives à la protection de vos données, merci de contacter le DPO de l’établissement (mettre l’adresse mail du DPO de l’établissement du porteur de projet)
Si vous avez des questions relatives à l’éthique du projet, vous pouvez contacter le Comité d’Ethique de la Recherche de Toulouse (bureau-cer@univ-toulouse.fr).


Consentement à la participation :
En signant le formulaire de consentement, vous certifiez que vous avez lu et compris les renseignements ci-dessus, qu’il a été répondu à vos questions de façon satisfaisante et que vous avez été avisé(e) que vous étiez libre d’annuler votre consentement ou de vous retirer de cette recherche en tout temps, sans aucun préjudice.

A remplir par le participant :
J’ai lu et compris les renseignements ci-dessus et j’accepte de plein gré de participer à cette recherche.
Nom, Prénom – Date – Signature


Un exemplaire de ce document vous est remis, un autre exemplaire est conservé dans le dossier.


APPENDIX 2 – MATERIALS SUBMITTED TO PARTICIPANTS 
E.g.: Information leaflet (or poster for recruiting participants), interview guide, experimental task, questionnaires, etc.
Copyright does not apply to members of the CER, who undertake to keep the file confidential and not use the material presented for any purpose other than the assessment of the file submitted to the committee.










































APPENDIX 3 – DEBRIEFING 
Debriefing has several functions. In the particular case where part of the information has been withheld from the participant for methodological reasons, the debriefing will provide the participant with all the information. In this case, it is still necessary to request confirmation of consent after the debriefing phase. 
In all cases, the debriefing must be a form of feedback from the researcher to the participant, who has given their time and energy to participate in the research. The participant must have learned something from taking part in the study. 

In this appendix, set out the standard discourse that you are going to provide to the participant following the data collection, and indicate how this can be of benefit to them.

In the case of internet research, the debriefing can consist of a page accessible on a given date via a link.
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