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RESEARCH INFORMATION AND INFORMED CONSENT FORM	Comment by CER: Notice d’utilisation à l’attention des équipes de recherche 
Les parties en rose et les commentaires sont destinées à l’information des équipes de recherche pour les guider dans la rédaction des formulaires d’information et de consentement. En conséquence, ils n’ont pas à se retrouver dans les formulaires d’information et de consentement soumis pour évaluation au CER. 
Les éléments en orange doivent être adaptés selon l’établissement et le CER concerné.

Research Study Title : Insert name of study
Persons Responsible : 
· McGill University Health Centre: Insert the name(s)
· CHU Sainte-Justine : Insert the name(s)
· Insert the name(s) of the other institution(s) and researcher(s)
[bookmark: _Hlk173235730]Coordinating Centre: Insert name of Coordinating Centre
Funding Source : Insert the name


WHY ARE YOU INVITED TO TAKE PART IN THIS STUDY?
The Insert the name of the department/service participates in research studies to try to improve Insert the objective. 
Today, we are inviting you to take part in a research study. Please read this information to help you decide if you want to participate in this research project. It is important that you understand this information. We encourage you to ask questions. Please take all the time you need to make your decision. 
We encourage parents to include their child in the discussion and decision-making to the extent that the child is able to understand.
In this research informed consent form, “you” means you or your child.

WHY IS THIS STUDY BEING DONE?
Insert the context and the relevance of the research study. 
What is the objective?
The research study aims to Insert the objective .
How many people will take part in this study?
[bookmark: _Hlk163729938]About Insert the approximate number of participants participants will take part in this study, including approximately Insert approximate number of participants from this institution participants from this hospital.

WHAT WILL HAPPEN?	Comment by CER: Spécifier ici si des échantillons seront collectés (lesquelles, les moyens, etc.) 

This research study will happen as follows Detail what will happen during the research study (e.g. the research specific procedures and activities; number of procedures, duration of each procedure; location where each procedure will take place; differences between any aspect of the research study that are part of standard care and those that are for the purposes of the research study).
1. How long and how many visits?
Your participation in this research study will last Insert duration (e.g. in months or years) and will include Insert number of visits visits. Each visit will last Insert the number of hours hours.
Which information will be collected?
The research team will consult your medical record to obtain health information relevant to this research. 

WHAT ARE THE RISKS?	Comment by CER: Pour information à l’équipe de recherche : Tous les risques et inconvénients physiques, psychologiques, sociaux ou autres connus, prévisibles et même inconnus pour le participant et son entourage doivent être spécifiés. Plus précisément, dans le cadre d’une expérimentation, tous les risques associés aux différentes interventions et étapes qui font partie du protocole de recherche doivent être divulgués, incluant ceux qui se rattachent au choix de la méthodologie de recherche, aux examens et aux mécanismes de contrôle et de diagnostic. Précisez également les mesures de sécurité et de confort prises pour minimiser et gérer les risques et inconvénients.

Ajuster les clauses aux sous-sections en fonction du projet de recherche.
Blood draw/samples. The blood draw is unpleasant and can cause a bruise, dizziness, faintness and rarely an infection. The amount of blood taken is safe.	Comment by CER: Utiliser cette clause s’il y a des prises de sang faites pour le projet de recherche (hors du cadre des soins).

-OR-
Blood draw/sampling under clinical care. The samples will be taken during routine blood draw done for the participant’s clinical care. No extra procedures will be done just for research. A possible inconvenience may be that the blood draw may last a little longer, cause a little extra discomfort, have a higher risk of infection. The amount of blood taken is safe.	Comment by CER: Utiliser cette clause s’il y a un échantillon de sang pris dans le cadre des soins.
-AND/OR-
Surveys without sensitive information. There is no inconvenience other than the time it takes to answer the survey.	Comment by CER: Utiliser cette clause si le participant doit compléter un formulaire sans question sensible.

-OR-
Surveys with sensitive information. Some questions may make you uncomfortable. You are not required to answer all of the questions. If you experience any psychological distress, a member of the research team can assist you and guide you towards resources.	Comment by CER: Utiliser cette clause si le participant doit compléter un formulaire avec questions sensibles.


ARE THERE BENEFITS TO TAKING PART IN THIS STUDY?
There is no direct benefit to you for participating in this research. However, we hope that the study results will contribute to the advancement of scientific knowledge in this field and help us find better treatments for patients.
- OR -
We hope that you will get some personal medical benefit from participation in this research study, but we cannot be certain. However, we hope that the study results will contribute to the advancement of scientific knowledge in this field and help us find better treatments for patients.

IS ANY COMPENSATION BEING OFFERED?
You will receive an amount of $Insert amount per visit scheduled as per protocol, for a total of Insert number of visits visits, for a total amount of $Insert total amount, as compensation for costs incurred during your participation in this research study. If you withdraw from the study (or are withdrawn) before it is completed, compensation will be proportional to the length of your participation.	Comment by CER: Clause à insérer lors d’une compensation sous forme d’un montant proportionnel à la participation.
Cette clause ne peut pas être modifiée, autre que les champs indiqués.
-AND/OR-
Your expenses for Detail expenses (e.g. travel, meals, parking) related to your participation in this research study will be Insert the details for compensation (e.g. reimbursed upon presentation of receipts, or paid by a coupon which will be given to you at (specify time).	Comment by CER: Clause à insérer lors d’une compensation sous forme de remboursement des frais réels ou d’un coupon couvrant les frais engagés.
Cette clause ne peut pas être modifiée, autre que les champs indiqués.
-OR-
You will not receive financial compensation for participating in this research study.	Comment by CER: Clause à insérer lorsqu’il n’y a aucune compensation.
Cette clause ne peut pas être modifiée.

SHOULD YOU SUFFER ANY HARM?
Should you suffer harm of any kind following any procedure related to this research study, you will receive all the care and services required by your state of health. 	Comment by CER: Cette phrase à intégrer selon la nature du projet, soit s’il y a un risque de préjudice dans le projet.

By agreeing to participate in this research study, you are not waiving any of your rights nor discharging the researcher in charge of the research study, the Coordinating Centre, or the institution of their civil and professional responsibilities. 

HOW IS PRIVACY ENSURED?	Comment by CER: Cette clause ne peut pas être modifiée, autre que les champs indiqués.
[bookmark: _Hlk173327370][bookmark: _Hlk173328968][bookmark: _Hlk173328989]During your participation in this study, the research team will collect in a study file all of the Please select. about you needed to meet the scientific objectives of the research study. All the Please select. compiled in the study file are then considered study data.
The study file may include : 
· [bookmark: _Hlk176963270]health information from your medical charts, including your identity, such as your Insert, as appropriate : name, gender, date of birth and ethnicity, past and present health status, and lifestyle
· the results of all tests, exams and procedures that will be performed
· Add, as appropriate, the biological samples (p. ex. blood draw, skin biopsy)
· Add, as appropriate, all other information regarding the participant that can be collected for the purpose of the research study (e.g. answers to surveys or interviews, audio or videos recordings done for the research study)
All these study data collected for this study will remain confidential as described in this Informed Consent Form.
[bookmark: _Hlk163721271]You will be identified by a code number only. The key to the code linking your name to your study file will be kept by the researcher in charge of this research study.
To ensure your safety, a document indicating your participation in this study and/or a copy of the Informed Consent Form will be included in your medical chart. The results of certain tests conducted as part of the research may be included as well, depending on the situation. As a result, any person or company to whom you give access to your medical chart, and any person legally authorized, will have access to this information.	Comment by CER: Clause à insérer si impact clinique possible.

For the purpose of this research study, the research team will share your coded study data with the Coordinating Centre or its representatives. Your coded study data will be sent outside of Québec. The sharing will follow the limits set by the agreement with the Coordinating Centre.	Comment by CER: Clause à insérer si applicable.
	Comment by CER: Clause à insérer au besoin.

[bookmark: _Hlk173327588]The study data will be stored for at least 7 years following the end of the study by the researcher in charge of this research study When appropriate add:  the Coordinating Centre and/or the funding agency. Add a specific duration and person responsible for the samples, surveys, audio and video recordings and images
The study data may be published or shared at scientific meetings; however, it will not be possible to identify you. 
For monitoring, control, safety, security, and approval of the study drug by regulatory agencies, your study file as well as your medical charts may be examined by a person mandated by Canadian or international regulatory authorities as well as by authorized representatives of the Coordinating Centre, the institution or the Research Ethics Board. All these individuals and organizations will have access to your study data, but they adhere to a confidentiality policy.
You have the right to consult your study file in order to verify the information gathered, and to have it corrected if necessary
1. [bookmark: _Hlk173242489]Confidentiality and use of Please select.	Comment by CÉR: Clause à insérer si applicable. Toutefois, elle ne peut pas être modifiée.
[bookmark: _Hlk173330894][bookmark: _Hlk173329258]To take part in this study, you need to use Please select provided by a company, Insert company name. When you use it, your study data will be coded and shared. The company that provides the Please select will collect, process, store, and delete the study data. The study data might be stored in a cloud outside of Québec or Canada, for example in the United States. The company might also use this study data for other purposes, like business or marketing. The hospital and the research team cannot guarantee that your study data will be completely secure (kept private, accurate, and available). The hospital’s Research Ethics Board does not assess the level of risk to your privacy when you use this company's services. You should make sure you understand how using this Please select might affect your privacy. If you want more information, ask the research team.

IS YOUR PARTICIPATION VOLUNTARY AND CAN YOU WITHDRAW?	Comment by CER: Cette clause ne peut pas être modifiée, autre que les champs indiqués.
[bookmark: _Hlk167874975]Your participation in this research study is voluntary. Therefore, you may refuse to participate. You may also withdraw at any time, without giving any reasons, by informing a member of the research team. 
Your decision not to participate in the study, or to withdraw from it, will have no impact on the quality of care and services to which you are otherwise entitled, or on your relationship with the teams providing them.	Comment by CER: Clause à adapter au besoin.

The researcher in charge of this research study, the Research Ethics Board, the funding agency, or the Coordinating Centre may put an end to your participation without your consent. This may happen if new findings or information indicate that participation in this research study is no longer in your best interests, if you do not follow study instructions, or if there are administrative reasons to terminate the study.
If you withdraw or are withdrawn from the study, no further Please select. will be collected. However, the information Add if relevant : and biological samples, blood tissue samples, audio and video recordings, images and MRI already collected for the research study will be stored, analyzed and used to ensure the integrity of the research study, as described in this document.
Any new findings acquired during the course of the study that could influence your decision to continue your participation will be shared with you quickly.

IS THERE A POSSIBILITY OF COMMERCIALIZATION?	Comment by CER: Cette clause ne peut pas être modifiée.
The results of the research derived in part from your participation in the study may lead to the development of new commercial products. However, you will not be entitled to any financial gain thereof.

WHO DO I CALL IF I HAVE QUESTIONS OR PROBLEMS?	Comment by CER: Cette clause ne peut pas être modifiée, sauf les champs prévus.
If you have any questions or if you have a problem you think might be related to your participation in this research study, or if you would like to withdraw, you may communicate with someone on the research team at the following number: 
· [bookmark: _Hlk167891371]McGill University Health Centre: Insert the name(s) and phone number
· CHU Sainte-Justine : Insert the name(s) and phone number
· Insert the name(s) of the other institution(s), researcher(s) and phone number(s)
For any question concerning your rights as a research participant in this study, or if you have comments or wish to file a complaint, you may communicate with the local service quality and complaints commissioner at:
· McGill University Health Centre: Insert phone number
· CHU Sainte-Justine : 514-345-4749 and commissaire.message.hsj@ssss.gouv.qc.ca
· Insert the name(s) of the other institution(s) and phone number(s)

WHO ENSURE THE OVERVIEW OF ETHICAL ASPECTS OF THE RESEARCH STUDY?
The Research Ethics Board of CHU Sainte-Justine has given ethics approval to this research study and is responsible for its ongoing ethics oversight at all participating institutions in the health and social services network in Quebec.
-Or-
The Research Ethics Board of CHU Sainte-Justine has given ethics approval to this research study and is responsible for the ongoing ethics oversight of the research study.

WHERE CAN I GET MORE INFORMATION?
If applicable, insert link to external source of information.
You may ask to receive a copy of the results of this research project; these will only be available after the entire project has been completed.
For more information on CHU Sainte-Justine’s processes regarding processing of personal information collected through technological means, you may consult the Politique de confidentialité published on: https://www.chusj.org/en/Ressources/Divers/Confidentiality.
You will receive a signed copy of this form. You may ask the research team questions at any time.

OPTIONAL PARTICIPATION TO THE RESEARCH PLEASE SELECT.	Comment by CER: Clause optionnelle à insérer s’il y a une banque avec le projet. À noter que la participation à la banque doit être optionnelle.
Rappel : Un protocole de banque doit aussi être soumis pour approbation au Comité d’éthique de la recherche.
As part of this research study, we invite you to take part in our Insert name of the bank (“Bank”). You can take part in this research study without participating in our Bank. Participation to the Bank is optional. A choice is offered to you on the signature page. 
Information on the Bank
	What is the Bank?
	The objective is to collect and store Please select. and make them available to researchers as to facilitate future research on Insert applicable research themes, categories of research activities or categories of researchers. The Banque cannot be used purposes other than scientific research.

	Who is responsible?
	Insert name of the researcher responsible is responsible of the Bank.

	Where is it located?
	[bookmark: _Hlk176962517]The Bank is located Please select. Insert location of the Bank.

	Which information is collected?	Comment by CER: Adapter la liste des données selon le contexte.

	Data collected as part as part of this research study. 

	Which biological samples will be collected?
	Biological samples collected as part of this research study. 
No additional sampling will be necessary.

	How is confidentiality ensured?
	Your identity will be safeguarded by replacing your name with a code. We will only send your coded Please select. to the Bank. The required information to link the code to your name. will be stored separately at CHU Sainte-Justine.

	How long will your Please select. be stored?
	[bookmark: _Hlk176962816]Your Please select. will be safely stored in the Bank as long as the researcher responsible of the research study at CHU Sainte-Justine can ensure that it is properly management. 

	[bookmark: _Hlk176962534]Who will access your Please select. and to what end?
	[bookmark: _Hlk176962623]Your Please select. will be shared with researchers working for Please select. from Insert from where the researchers come from: Quebec; Quebec and Canada; Quebec, Canada and other countries . Research studies will need to be approved by a research ethics board and the Bank’s access committee. 

	Will you be informed of the results?
	Generally, no. However, in the event where a significant result regarding your health is obtained and that preventive measures or treatment are available, you will be informed. At that time, it may be recommended that you repeat the test in order to confirm the results. The benefits and the inconveniences will then be discussed with you. If the research result is validated, the information will be added to your medical chart. 	Comment by CER: À noter que dans le cas des majeurs un choix doit être offert pour recevoir les résultats.

You will not receive any information pertaining to non-paternity discovery.	Comment by CER: Clause à inclure seulement dans le cadre de trio familiaux lors d’analyses génétiques.
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CONSENT AND ASSENT FORM	Comment by CÉR:  Ne pas modifier le contenu, sauf lorsque requis.

Research Study Title : Insert name of study

I have reviewed the Informed Consent Form. Both the research study and the Informed Consent Form were explained to me. My questions were answered, and I was given sufficient time to decide. After reflection, I consent to participate, or that my child participates, in this research study in accordance with the conditions stated above, including the use for my, or my child’s, Please select. collected. 
[bookmark: _Hlk167891875]I authorize the research team to consult my medical chart or the medical chart of my child to collect health information relevant to this research study.	Comment by CER: Clause à conserver si applicable.

In addition, I authorize the research team to inform the family doctor or treating physician, in writing, that I am/my child is taking part in this research study, and to send them all relevant information. 	Comment by CER: Clause à conserver si applicable.


Optional participation to the Bank : 	Comment by CER: À conserver si applicable.
[bookmark: CaseACocher1]|_| Yes  Initials : __________
[bookmark: CaseACocher2]|_| No  Initials : __________

	[bookmark: _Hlk163743726]
Name of child
(print)
	
Assent of minor capable of understanding the nature of the research study(signature)
or
Verbal assent of minor obtained by


	
Date (mm/dd/yyyy)

	
Name of parent or legal guardian
(print)
	
Consent
(signature)
	
Date (mm/dd/yyyy)



Where applicable : 

	[bookmark: _Hlk163743828]
Name of participant (18 years old and over)
(print)
	
Consent
(signature)

	
Date (mm/dd/yyyy)



[bookmark: OLE_LINK5][bookmark: OLE_LINK6]I have explained the research study and the terms of this Informed Consent Form to the research participant and/or his or her parent/legal guardian, and I answered all questions asked. 

	
Name of person obtaining consent
(print)
	
(signature)

	
Date (mm/dd/yyyy)



SIGNATURE OF WITNESS
YES □	 NO □ 
A witness’ signature is required in the following cases:
· [bookmark: _Hlk173243855]Reading disability or inability to read – The witness (impartial) signing below attests to the fact that they read the Informed Consent Form, that the study was precisely explained to the participant and/or parent/legal guardian, and the participant and/or parent/legal guardian seems/seem to have understood it.
· Foreign language (the participant and/or parent/legal guardian does not understand the language in which the Informed Consent Form was written) – The signatory attests to acting as interpreter for the participant and/or parent/legal guardian throughout the consent process. 
· Inability to write – The participant and/or parent/legal guardian are/is capable of providing consent, but unable to write.

	
Name of the witness
(print)
	
(signature)

	
Date (mm/dd/yyyy)




ADDENDUM TO CONSENT FORM	Comment by CER: Page de signature à utiliser lorsqu’applicable. Ne pas modifier le contenu, sauf lorsque requis.
Participant who has now become an adult (18)

Research Study Title : Insert name of study

Today, I reviewed the informed consent form that my parents or my legal guardian signed on my behalf when I enrolled in this research study and a copy of that signed consent was given to me.
I agree to continue my participation in this research study.
I understand that my participation is free and voluntary and that I can stop participating in this research study at any time. 
I authorize the research team to consult my medical charts to collect the health information relevant to this research study.	Comment by CER: Clause à insérer si applicable.

[bookmark: _Hlk173327946]If I withdraw, any remaining Please select. that has not already been analysed will be destroyed.
[bookmark: _Hlk173244111]
Optional participation to the Bank : 	Comment by CER: À conserver si applicable.
|_| Yes  Initials : __________
|_| No  Initials : __________


	[bookmark: _Hlk163738894]
Name of participant
(print)
	
Consent
(signature)

	
Date (mm/dd/yyyy)


I have explained the research study and the terms of this Informed Consent Form to the research participant, and I answered all questions asked. 

	
Name of person obtaining consent
(print)
	
(signature)

	
Date (mm/dd/yyyy)



SIGNATURE OF WITNESS
YES □	 NO □ 
A witness’ signature is required in the following cases:
· Reading disability or inability to read – The witness (impartial) signing below attests to the fact that they read the Informed Consent Form, that the study was precisely explained to the participant, and the participant seems to have understood it.
· Foreign language (the participant does not understand the language in which the Informed Consent Form was written) – The signatory attests to acting as interpreter for the participant throughout the consent process. 
· Inability to write – The participant is capable of providing consent, but unable to write.

	
Name of the witness
(print)
	
(signature)

	
Date (mm/dd/yyyy)




CONSENT 	Comment by CER: Page de signature à utiliser lorsqu’applicable, soit lorsqu’il n’y a pas de mineurs de recrutés dans l’étude. Ne pas modifier le contenu, sauf lorsque requis.
Adult participant capable of giving consent

Research Study Title : Insert name of study

[bookmark: _Hlk173329620][bookmark: _Hlk173327976]I have reviewed the Informed Consent form. Both the research study and the Informed Consent form were explained to me. My questions were answered, and I was given sufficient time to decide. After reflection, I consent to participate in this research study in accordance with the conditions stated above, including the use of all Please select. collected. 
I authorize the research team to consult my medical charts to collect the health information relevant to this research study.	Comment by CER: Clause à insérer si applicable.

In addition, I authorize the research team to inform my family doctor or treating physician, in writing, that I am taking part in this research study, and to send them all relevant information.	Comment by CER: Clause à insérer si applicable.

· Yes 	Initials___________
· No	Initials___________

Optional participation to the Bank : 	Comment by CER: À conserver si applicable.
|_| Yes  Initials : __________
|_| No  Initials : __________

	
Name of participant (18 years old and over)
(print)
	
Consent
(signature)

	
Date (mm/dd/yyyy)


I have explained the research study and the terms of this Informed Consent Form to the research participant, and I answered all questions asked. 

	
Name of person obtaining consent
(print)
	
(signature)

	
Date (mm/dd/yyyy)



SIGNATURE OF WITNESS
YES □	 NO □ 
A witness’ signature is required in the following cases:
· Reading disability or inability to read – The witness (impartial) signing below attests to the fact that they read the Informed Consent Form, that the study was precisely explained to the participant, and the participant seems to have understood it.
· Foreign language (the participant does not understand the language in which the Informed Consent Form was written) – The signatory attests to acting as interpreter for the participant throughout the consent process. 
· Inability to write – The participant is capable of providing consent, but unable to write.

	
Name of the witness
(print)
	
(signature)

	
Date (mm/dd/yyyy)




ASSENT AND CONSENT	Comment by CER: Page de signature à utiliser lorsqu’applicable. Ne pas modifier le contenu, sauf lorsque requis.
Adult participant who is incapable of giving consent with a legal representative authorized to consent in lieu of the participant (exclusion of minimal risk research and situations of sudden incapability)

Research Study Title : Insert name of study

As the legal representative (tutor or mandatary), I have reviewed the Informed Consent Form. The study and the Informed Consent Form were explained to me. My questions were answered, and I was given sufficient time to decide.
I was also informed that in the event that the person I represent becomes able to give consent for themselves while this research study is underway, that person will be invited to sign the Informed Consent Form.
After reflection, I consent that the person I represent may participate in this research study in accordance with the conditions stated above, including the use of Please select.. I will receive a copy of this form, signed and dated.
I authorize the research team to consult the medical chart of the person I represent to collect the health information relevant to this research study.	Comment by CER: Clause à insérer si applicable.

I also authorize the research team to inform the person’s family doctor or treating physician that that the person I represent is taking part in this research study and to send them all relevant information.	Comment by CER: Clause à insérer si applicable.

[bookmark: _Hlk173244856]
Optional participation to the Bank : 	Comment by CER: À conserver si applicable.
|_| Yes  Initials : __________
|_| No  Initials : __________


	
Name of participant represented
(print)
	
Assentiment du participant 
Assent of participant capable of understanding the nature of the research study(signature)
or
Verbal assent of participant represented obtained by



	
Date (mm/dd/yyyy)

	
Name of legal representative
(print)
	
Consent
(signature)
	
Date (mm/dd/yyyy)


· [bookmark: _Hlk173245115]Tutor
· Mandatary

I have explained the research study and the terms of this Informed Consent Form to the research participant and his or her legal representative, and I answered all questions asked. 

	
Name of person obtaining consent
(print)
	
(signature)

	
Date (mm/dd/yyyy)



SIGNATURE OF WITNESS
YES □	 NO □ 
A witness’ signature is required in the following cases:
· Reading disability or inability to read – The witness (impartial) signing below attests to the fact that they read the Informed Consent Form, that the study was precisely explained to the participant and/or legal representative, and the participant and/or legal representative seems/seem to have understood it.
· Foreign language (the participant and/or parent/legal guardian does not understand the language in which the Informed Consent Form was written) – The signatory attests to acting as interpreter for the participant and/or legal representative throughout the consent process. 
· Inability to write – The participant and/or legal representative are/is capable of providing consent, but unable to write.

	
Name of the witness
(print)
	
(signature)

	
Date (mm/dd/yyyy)




ASSENT AND CONSENT	Comment by CER: Page de signature à utiliser lorsqu’applicable. Ne pas modifier le contenu, sauf lorsque requis.
Adult participant who is incapable of giving consent with a third-party legally authorized to consent in lieu of the participant for situation of sudden incapability

Research Study Title : Insert name of study

As a third-party legally authorized (tutor or mandatary, or if not represented, the married, civil union or de facto spouse, close relative or person who shows interest), I have reviewed the Informed Consent Form. The study and the Informed Consent Form were explained to me. My questions were answered, and I was given sufficient time to decide.
I was also informed that in the event that the person I represent becomes able to give consent for themselves while this research study is underway, that person will be invited to sign the Informed Consent Form.
After reflection, I consent that the person I represent may participate in this research study in accordance with the conditions stated above, including the use of Please select.. I will receive a copy of this form, signed and dated.
I authorize the research team to consult the medical chart of the person I represent to collect the health information relevant to this research study.	Comment by CER: Clause à insérer si applicable.

I also authorize the research team to inform the person’s family doctor or treating physician that that the person I represent is taking part in this research study and to send them all relevant information.	Comment by CER: Clause à insérer si applicable.


Optional participation to the Bank : 	Comment by CER: À conserver si applicable.
|_| Yes  Initials : __________
|_| No  Initials : __________


	
Name of participant represented
(print)
	
Assentiment du participant 
Assent of participant capable of understanding the nature of the research study(signature)
or
Verbal assent of participant represented obtained by



	
Date (mm/dd/yyyy)

	
Name of third-party legally authorized
(print)
	
Consent
(signature)
	
Date (mm/dd/yyyy)


· Tutor
· Mandatary
· Married, civil union or de facto spouse
· Close relative
· Person who shows interest

I have explained the research study and the terms of this Informed Consent Form to the research participant and the third-party legally authorized, and I answered all questions asked. 

	
Name of person obtaining consent
(print)
	
(signature)

	
Date (mm/dd/yyyy)



SIGNATURE OF WITNESS
YES □	 NO □ 
A witness’ signature is required in the following cases:
· Reading disability or inability to read – The witness (impartial) signing below attests to the fact that they read the Informed Consent Form, that the study was precisely explained to the participant and/or third-party legally authorized, and the participant and/or third-party legally authorized seems/seem to have understood it.
· Foreign language (the participant and/or parent/legal guardian does not understand the language in which the Informed Consent Form was written) – The signatory attests to acting as interpreter for the participant and/or third-party legally authorized throughout the consent process. 
· Inability to write – The participant and/or third-party legally authorized are/is capable of providing consent, but unable to write.

	
Name of the witness
(print)
	
(signature)

	
Date (mm/dd/yyyy)
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