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Inscrire ici le titre complet de l’étude   


RESEARCH INFORMATION AND CONSENT FORM
Study title:
Inscrire le titre du projet au complet en anglais. On peut en ajouter une version simplifiée et abrégée. Par exemple (CHOPIN, CARE, etc.)
Study number and date: 
Inscrire le numéro et la date du protocole de la Cie (si étude maison, mettre la date du protocole)

Sponsor (or funding agency) 
Inscrire le nom de la compagnie ou inscrire le nom de l'organisme subventionnaire 


Si aucun fonds de l’extérieur, supprimer ces lignes
Principal investigator:
Inscrire le nom du chercheur principal, son département ou service au CHUS
Co-investigator(s) :
Inscrire le nom des autres chercheurs impliqués dans le projet (y compris et en spécifiant s'ils sont étudiants, résidents etc.), leur département ou service au CHUS
- - - - - - - - - - - - - - - -
You are being invited to take part in a research study because… (donner la raison). However, before you decide to give your consent, take the time to read, understand and carefully think about the following information. If you accept to take part in this research study, you will have to sign the consent form at the end of this document. You will be given a signed copy for your own records.
In this Information and Consent Form you will find explanations about the aims, the procedures, the risks and the advantages of the study as well as the names of the persons you may contact if needed. This document may contain information or words that you do not understand. You should ask the study investigator or members of the study staff to answer your questions and explain any word or information you do not understand. 
IN CASE OF EMERGENCY
Donner (et mettre en évidence) les instructions à suivre en cas d'urgence: les noms des personnes à rejoindre par téléphone ou téléavertisseur ainsi que les numéros à composer. Si ces personnes ne sont pas disponibles à ces numéros 24/24 heures et 7/7 jours, donner les instructions à suivre en dehors des heures de disponibilité de ces personnes (par exemple, se présenter à l'urgence ou demander à la téléphoniste du CHUS de faire signaler le spécialiste de garde, etc.)

NATURE AND OBJECTIVES OF THE RESEARCH STUDY
STUDY PROCEDURES
Il est inutile de répéter, d’une visite à l’autre les mêmes énumérations. Cela devient redondant et le sujet qui lit risque de ne pas voir un détail différent.

Il est préférable d’inscrire une phrase de type «  Lors des visites de l’étude, vous subirez quelques-uns ou plusieurs des examens et procédures qui suivent, selon le cas. » On procède ensuite à l’énumération de ces examens et procédures  en décrivant les plus compliqués (ex : gastroscopie).
Ensuite, on réfère au calendrier de fin de document.
PARTICIPANT’S COOPERATION
RISKS ASSOCIATED WITH YOU PARTICIPATION IN THIS RESEARCH STUDY
RISK ASSOCIATED WITH PREGNANCY
Taking part in this research study may include risks, known or unknown, to pregnant women, embryos, foetuses, or breastfed infants. If you are a woman of childbearing age, you must take a pregnancy test before you can take part in the study.  Furthermore, you must use a medically acceptable birth control method during the time you take part in this study. (Le cas échéant, ajouter la période durant laquelle ces moyens contraceptifs doivent être appliqués après la fin de la prise des médicaments de l’étude : and for… XXX days/ weeks/ months after the end of the study.)
The study doctor or a member of the study staff will make sure your birth control method is medically acceptable.

If you think you have become pregnant while you are participating in the study, you must inform the study investigator at once. He will examine with you the options available concerning your pregnancy.

Le cas échéant, si le médicament à l’étude peut endommager les spermatozoïdes, on doit informer les hommes qui participent à l’étude d’utiliser des moyens contraceptifs avec leur partenaire.
Men who are sexually active must also take birth control precautions with their partner, to prevent her from becoming pregnant. The birth control methods acceptable are: (Veuillez indiquer les méthodes préconisée). If your partner becomes pregnant during your participation in the study, please inform the study investigator at once. He may ask to see her to discuss the options available regarding her pregnancy.

INCONVENIENCES DUE TO YOUR PARTICIPATION IN THE RESEARCH STUDY.
BENEFITS resulting FROM YOUR PARTICIPATION IN THE RESEARCH STUDY

(adapter au besoin)
You may personally benefit from your participation in this research study, but this cannot be guaranteed. 

However, the information resulting from this study may help increase our knowledge about (spécifier le domaine de recherché) and help develop better treatments in the future.
OU
You will not personally benefit from your participation in this research study. However, the information resulting from this study may help increase our knowledge about (spécifier le domaine de recherché) and help develop better treatments in the future.
ALTERNATIVES TO YOUR PARTICIPATION IN THIS RESEARCH STUDY
You do not have to participate in this research study to be treated for your XXX. (Spécifier, s’il y a lieu, le diagnostic du sujet. Le cas échéant, indiquer les traitements qui sont habituellement offerts aux sujets présentant la même pathologie et qui sont d’utilisation standard au CHUS. Si l’un des traitements proposés dans l’étude fait partie des traitements offerts en standard, le mentionner également). 
VOLUNTARY PARTICIPATION TO AND WITHDRAWAL FROM RESEARCH STUDY

 (adapter au besoin)
Your participation in this research study is entirely up to you. If you choose to participate now, you can change your mind later and withdraw your consent at any time and for any reason. In such a case, you should notify the study investigator or a member of the research team.  
If you decide not to participate or if you withdraw from the study once you have started, your future medical care and your relationship with your doctor or other people involved in your health care will not change in any way. 
If you are withdrawn or you withdraw from the study, you may be asked, for your own security, to undergo the end-of-study exams described in the study schedule.
During the course of this study, if we come across new information that could affect your health or well-being or influence your decision to maintain your participation, we will inform you at once. 

TERMINATION OF STUDY
(adapter ou supprimer selon les circonstances)
The study investigator, (the funding agency xxx or the sponsor xxx), or the research ethics board of the CHUS, may take you off the study without your consent at any time if: 

· New scientific information shows that taking part in the study is not in your best interest,
· You do not follow the study instructions 
· The study must be stopped for any other reason. 
If you withdraw or are withdrawn from the study, any information already collected during your participation will be kept until needed to insure your safety and that of other participants, and for as long as required by law.

CONFIDENTIALITY
 (pour essais cliniques : médicaments expérimentaux, instruments appareils, dispositifs médicaux expérimentaux)
While you take part in this research project, the study doctor and study staff will collect and record information about you in a research file. Only the information needed for research purposes will be collected. 

That information could include your past and present medical history, information about your lifestyle and test results from exams and procedures done during this study.  Your file could also contain other information, such as your name, gender, date of birth and ethnic origin. 

All the information collected about you during the study will remain confidential as required by law. To protect your privacy, your information will be identified with a code number. The link between your identity and that code number will be kept securely by the study doctor.
The study doctor will send your study information to the sponsor or the sponsor’s representatives. It will not include any identifier like your name or address. The sponsor will use your information only to reach the study goals as they are explained in this Information and consent form.

The data resulting from your information, together with the data collected from other studies, could be shared with government agencies in Canada or in other countries, or with the study sponsor’s business partners. This means that your study information could be sent in other countries. The sponsor must conform to Quebec’s and Canada’s privacy laws in all the countries where your study information will be sent. The study doctor and the sponsor will safely keep all your study information for a 25 year period.

Furthermore, the study data may be used to obtain marketing approval of the study medication from Health Canada and government agencies from other countries. The study data could also be used for other analyses related to the study or to develop other studies.

The study data may be published in medical journals or shared during scientific meetings. It will be impossible to identify you from the data thus published or shared.

To make sure the data collected from your information is accurate, your research and medical records could be inspected by a person or persons authorized by the Research Ethics Board of the CHUS or the isntitute, by representatives from government agencies such as Health Canada and the FDA, as well as by the sponsor’s representatives. All of these people and groups are bound by confidentiality policies.

For safety purposes, in order to be able to reach you quickly if needed, the study doctor will keep, in a separate secured log, your personal information (name, address, phone number, time of participation, etc.) for one year after the end of the study.

You have the right to examine your study records in order to check the information collected about you and to correct it, if necessary, as long as this information is available from the study doctor or the CHUS. However, some of this information may be made available to you only once the study has ended. 

CONFIDENTIALITÉ

(autres études)
While you take part in this research project, the study doctor and study staff will collect and record information about you in a research file. Only the information needed for research purposes will be collected. 
All the information collected about you during the study will remain confidential as required by law. To protect your privacy, your information will be identified with a code number. The link between your identity and that code number will be kept securely by the study doctor.
The study investigator will use these data for research purposes in order to fulfill the scientific objectives of the study as described in this information and consent form.
These data could be published in medical journals or shared with other persons during scientific meetings. No data thus published or shared will bare any information that could lead to your identification.

To make sure the data collected from your information is accurate, your research and medical records could be inspected by a person or persons authorized by the Research Ethics Board of the CHUS or the institution or by representatives of public authorities. All of these people and groups are bound by confidentiality policies.

For safety purposes, in order to be able to reach you quickly if needed, the study doctor will keep, in a separate secured log, your personal information (name, address, phone number, time of participation, etc.) for one year after the end of the study.
You have the right to examine your study records in order to check the information collected about you and to correct it, if necessary, as long as this information is available from the study doctor or the CHUS. However, some of this information may be made available to you only once the study has ended. 
COMPENSATION

(adapter au besoin)
You will receive a global amount of (mettre un montant forfaitaire etotal) to compensate for expenses and inconveniences due to your participation in this research study. 
Ou
Your participation in this study will not cost you anything. You will be reimbursed for your travel and parking expenses […] and you will be given a coupon for your breakfast if you have to be fasting for your visit. Furthermore, the study medication will be provided by XXX, the sponsor of the study.
PARTICIPANTS’ RIGHTS AND INDEMNIFICATION IN CASE OF INJURY

Pour étude comportant l’utilisation d’un médicament ou d’une procédure médicale:
If you suffer any harm due to your participation in this research study, you will be cared for as necessary, without any cost to you.

By accepting to take part in this study, you do not waive any of your legal rights nor do you release the investigators, the sponsor xxx [if applicable] or the CHUS from their civil and professional responsibilities.

Pour étude n’impliquant pas de procédure médicale ou de médicament)
If you suffer any harm due to your participation in this research study, you are protected by the existing laws of Québec. 
By accepting to take part in this study, you do not waive any of your legal rights nor do you release the investigators, the sponsor xxx [if applicable] or the CHUS from their civil and professional responsibilities.

FUNDING (or financing) OF THE RESEARCH STUDY
Proposed text ( Research Study Funded by Private Industry

This research study is sponsored by (name of the company). Financing covers for study expenditures, including the investigator’s professional fees, the study staff salaries and the costs of the study procedures. The CHUS and the research centre (Centre de recherche Clinique Étienne-Le Bel) also receive part of these amounts from which the study investigator could further benefit.
Proposed text ( Research Study Funded by a Granting Agency

The researcher in charge of the study received funding (money) from (a funding agency xxx) to carry out this study. 
RESOURCE PERSONS

If you have questions about the study or about the medical care you are receiving through this research study or if you feel you have a health problem related to your participation in the study, you can contact the study investigator at the following number(s): xxx.
For any questions about your rights as a person taking part in this study or if you have comments or wish to file a complaint, you can contact the Complaint Commissioner of the CHUS at the following number: 819-346-1110, ext. 14525.
SURVEILLANCE OF ETHICAL ASPECTS OF THE STUDY
The Research Ethics Board of the CHUS approved this study and is responsible for its follow-up. Furthermore, any modification to the study protocol or to this information and consent form will be submitted to the REB’s approval. 
If you want to contact a member of the REB, please reach the secretariat of the Service de soutien à l’éthique de la recherche of the CHUS at the following number:  819-346-1110, ext. 12856. 
CONSENT

I have read and reviewed this Information and Consent Form particularly where my participation and the associated risks are concerned. I declare that I received explanations about the study, that my questions were answered to my satisfaction and that I was given the time to think about it and make a decision.
I freely agree to participate in this research study.

Au besoin, on peut inclure à cet endroit :
I accept that my doctor/ family physician, etc. be informed of my participation in the research study.
(  YES
(  NO
Name (please print))


    Signature of the research participant


Date

Name of witness (please print)


Signature of witness



Date
Name of person who obtained consent 

Signature of person who 


Date

(please print)



obtained consent







INVESTIGATOR’S COMMITMENT
I hereby certify that the provisions of this Information and Consent Form were fully explained to the participant, that his/her questions about the research study were answered. The participant was clearly informed that he/she can withdraw from the study at any time, without any harm. 
I am committed to honour what has been agreed upon in this Information and Consent Form and to give a signed copy thereof to the participant. 
Name of investigator
Signature of investigator

Date


SCHEDULE OF STUDY VISITS AND PROCEDURES 
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