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INFORMATION AND CONSENT FORM


A. COMPENSATION 
Compensation in the form of an amount proportional to research participation 
You will receive [indicate the compensation offered:  an amount of X$ per study visit, for a total of X visits, for a total amount of X$] for costs and inconveniences incurred during this research study. If you withdraw from the study, or are withdrawn before it is completed, you will receive compensation proportional to the number of visits you have completed. 
	and/or
Compensation in the form of reimbursement or for coupons covering expenses
You will be reimbursed for the costs of [choose: travel, meals, parking…] related to your participation in this study. [You will be reimbursed upon presentation of receipt OR paid by a coupon which you will be given]-[specify a time.]
OR
No compensation 
You will not receive financial compensation for participating in this research study. 
AND
Medications offered
[Optional: The research drug X will be offered to you for free for the duration of this research study.]

B. SHOULD YOU SUFFER ANY HARM
Damages/medical care
Should you suffer harm of any kind following administration of the study drug, or following any other procedure related to the research study, you will receive the appropriate care and services required by your state of health.
AND
Non-waiver of rights
By agreeing to participate in this research project, you are not waiving any of your legal rights nor discharging the doctor in charge of this research study, the sponsor or the institution, of their civil and professional responsibilities.
C. CONFIDENTIALITY
 Collection - Who? Reason for which personal information is requested
During your participation in this study, the doctor in charge of this research study and their team will collect and record information about you in a study file. They will only collect information required to meet the scientific goals of the study.
AND 
Collection - What? 
The study file may include information from your medical chart [Optional: including your identity,] concerning your past and present state of health, your lifestyle, as well as the results of the tests, exams, and procedures that you will undergo during this research project. 
[Optional: Your research file could also contain other information, such as your name, sex, date of birth and ethnic origin.]
	and
Where applicable: 
The [choose: blood sample, tissues, x-rays, MRI, etc.,] will be sent to [insert the name or responsible party…] and conserved for [insert length of time] for the exclusive objectives of this study and then destroyed [or destroyed after analysis.] 
AND
Data storage - Protection 
All the information collected during the research project will remain strictly confidential to the extent provided by law. [To be adapted based on the study protocol: You will only be identified by a code number. The key to the code linking your name to your study file will be kept by the doctor in charge of this research study.]
	and
To ensure your safety, a copy of this information and consent form [Specify the type of information: as well as the results of tests conducted as part of this research study (see section “What” ex. the result of blood tests) will be placed in your medical chart. As a result, any person or company whom you give access to your medical chart will have access to this information. 
AND
Data sharing
 The doctor in charge of this research study will forward your coded data to the sponsor or their representatives. 
	and
People authorized to access study data
The Sponsor may share the coded study data with their commercial partners.
[To be adapted based on the study protocol: However, the sponsor and any international partners will respect the confidentiality rules in effect in Quebec and Canada, regardless of the country to which your data may be transferred.] 
	and 
Duration of data storage
The study data will be stored for 25 years by the doctor in charge of this research study [where applicable: and the study sponsor or the funding agency.]
AND
Dissemination of results 
The data may be published or shared during scientific meetings; however it will not be possible to identify you. 
AND
Right of access for monitoring and safety, including “Mesure 9”
For monitoring, control, safety, security, and marketing of a new study drug, your study file as well as your medical charts may be examined by a person mandated by Canadian or international regulatory authorities, such as Health Canada, as well as by representatives of the study sponsor, the institution, or the Research Ethics Board. All these individuals and organizations adhere to policies on confidentiality. 
AND
Right of access of the participant (Law on Access to Information)
You have the right to consult your study file in order to verify the information gathered, and to have it corrected if necessary. 
	and
Where applicable: However, in order to protect the scientific integrity of the research project, accessing certain information before the project is ended may require that you be withdrawn from the study.
D. VOLUNTARY PARTICIPATION AND THE RIGHT TO WITHDRAW
Voluntary participation and the right to withdraw
Your participation in this research project is voluntary. Therefore, you may refuse to participate. You may also withdraw from the project at any time, without giving any reason, by informing the doctor in charge of this research study or a member of the research team.
AND
Consequences for care 
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 doctor in charge of this research study or clinical team. 
AND
Withdrawal of the participant from the study by the investigator or by others
The doctor in charge of this research study, the Research Ethics Board, the funding agency, or the Sponsor may put an end to your participation without your consent. This may happen if new findings or information indicate that participation is no longer in your interest, if you do not follow study instructions, or if there are administrative reasons to terminate the project.
AND
Means of withdrawal
However, before you withdraw from the study we suggest, [To be adapted based on the study protocol: that you return to the clinic for a final evaluation, for safety reasons.]
 AND
Consequence of withdrawal for data storage
[bookmark: _GoBack]If you withdraw or are withdrawn from the study, the information and biological material already collected for the study will be stored, analyzed and used to ensure the integrity of the study.

AND
New information 
Any new findings that could influence your decision to stay in the research project will be shared with you as soon as possible.
E. SIGNATURE
Signature of the participant
I have reviewed the information and consent form. Both the research study and the information and consent form were explained to me. My questions were answered, and I was given sufficient time to make a decision. After reflection, I consent to participate in this research study in accordance with the conditions stated above. 
I authorize the research study team to have access to my medical record for the purposes of this study. 
	and
Communication with the participant about future research
[Optional: I authorize the doctor in charge of this research study to communicate with me directly to ask if I am interested in participating in other research.]
	and
Specific authorization
[Include all other authorization clauses relevant to the research protocol.]
	ex.:
· If diagnostic tests are required to validate inclusion criteria (and return of these test results to an institution in the health care system);
· If the potential participant is unable to read the consent form;
· If death or incapacity is anticipated during the study, in light of the condition being studied.

Name of participant                                                                    Signature	          Date
AND
Signature of the person obtaining consent
I have explained the research project ant the terms of this information and consent form to the research participant, and I answered all his/her questions.

Name of the person obtaining consent				       Signature        Date
AND
Commitment of the principal investigator
[Optional: I certify that this information and consent form were explained to the research participant, and that the questions the participant had were answered. 
I undertake, together with the research team, to respect what was agreed upon in the information and consent form, and to give a signed and dated copy of this form to the research participant.]

Name of the principal investigator      				          Signature        Date
AND
Approval of the research ethics board
The Research Ethics Board of [insert name of institution to which the REB is affiliated] approved this study and is responsible for monitoring it at all participating institutions in the health and social service network in Quebec. 
	or
The Research Ethics Board of [insert name of institution to which the REB is affiliated] approved this research and is responsible for the monitoring of the study. 

F. IDENTIFICATION OF CONTACT PEOPLE
Contact information 
If you have questions or if you have a problem you think may be related to your participation in this research study, or if you would like to withdraw, you may communicate with doctor in charge of this research study or with someone on the research team at the following number: [insert phone number]
	and
Questions concerning participant rights or complaints
For any question concerning your rights as a research participant taking part in this study, or if you have comments, or wish to file a complaint, you may communicate with:
The Hospital’s Patient Ombudsman of the [insert name of institution] at the following phone number: [insert phone number].
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