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If the meaning of the English version differs from the French version

the later will be predominate


a)
Introduction
The present document deals with information that a consent form presented to the CRIR’s establishments’ Research Ethics Board (REB) must contain. More specifically, it sets out the various sections that a consent form must have in order that it meets the current ethical standards (Tri-council Policy, Ministerial Action Plan of Research Ethics and Scientific Integrity, and FRSQ Standards on Research Ethics and Scientific Integrity). 

Other than the fundamental requirements respecting the content of a consent form, the present section will also deal with the form requirements adopted by our Research and Ethics Board.
b)
Research subjects

A protocol may target one or several groups of research subjects with a participation suited to them. Thus, in cases where a research study targets many categories of participants, the researcher must draft a consent form for each group of participants. Each of these consent forms must clearly identify to which group it is intended. It must also indicate the precise participation asked to the members of this group.
Examples of possible research subject groups: 

· Group of people having a disease or having a particular medical condition
· Control group
· Group of professionals or caregivers
· Group made up of user’s close relations or family members.

c)
Specific interventions or activities beyond the scope of the study 

When, in the framework of a research project, the researcher proposes particular tests or a particular intervention to the participants, a distinct consent form targeting this participation must also be supplied. 

Examples of specific interventions or activities requiring a distinct or specific consent form:
· Composition of a data bank: whenever particular data or blood samples of human tissue are to be collected in an electronic or software medium
· For educational purposes: use of an audiovisual recording, photograph or other form of material that could identify the participant.
d) Form requirements
All consent forms presented to the REB must take into account the clientele to which it is intended for. Thus, the consent form must meet the following requirements:
· The consent form must be written at the second person plural, except for the consent section, per se, which must be written at the first person singular in order to make clear what the subject is consenting to
· Use a familiar and easily understandable tone for the group of participants targeted. Consequently, the researcher should simplify the project’s scientific or technical information as much as possible
· The consent form should be written in either English or French (or both). In cases where a form is written in both languages, ensure that the information contained in both versions of the document is identical
· Make sure that the Consent Form does not contain any syntax or spelling errors
· Use at least a 12 point font size. If the form is intended for the elderly or the visually impaired, use a bigger font size

· Following approval of your project by the REB, insert the logo of all the CRIR’s establishment that have agreed to take part in the project at the top of the first page of the consent form
· Paginate the consent form
· Insert the project title on each page including signature page.
e) Required elements of the consent form

Following are the sections that must appear in the consent form:
1. Date 
The date on which the REB approved the research protocol (or date of revised and REB approved consent form) must appear as a header or footer of each page of the consent form.
2. Study title 

The title must allude to the theme or subject of the research field addressed by project. It may be suggested to add a simplified version of the title, whenever it is too long or complex for the participants to understand it.

3. Principal investigator (s) 

In this section, the identity of the researchers involved in the project, and their contact information must appear, as well as the name of their collaborators.
Should it be required, the difference should also be made between a medical doctor and the holder of a Ph. D., as the use of the term for both situations may create some confusion for future participants. To this end, the REB asks its researchers who are non physicians to use the abbreviation Ph. D. after their name instead of Doctor.
4. Introduction

As an introduction to the consent form, insert the following paragraph:
“We are asking you to participate in a research project involving (…). Before agreeing to participate in this project, please take the time to read and carefully consider the following information.

This consent form explains the aim of this study, the procedures, advantages, risks and inconvenience as well as the persons to contact, if necessary.

This consent form may contain words that you do not understand. We invite you to ask any question that you deem useful to the researcher and the others members of the staff assigned to the research project and ask them to explain any word or information which is not clear to you.”

5. Description of the study and its purpose

This section describes the aim of the study to participants in easy-to-understand terms. This section should deal succinctly with the following points:
· Brief description of the study (its nature and scope)
· Expected duration of the study
· Number of participants involved
· Targeted clientele
· Objectives pursued (research hypotheses).

Examples:  

a)  The study aims at studying, evaluating…
b)  In the framework of a clinical trial (new therapeutic approach)… 

or

In the framework of an evaluative study (evaluation of an accepted clinical procedure)… 

or 

In the framework of a fundamental study… (study of phenomena from which the subject will not benefit) 

c)  in order to…  

6. Nature and duration of participation 

Firstly, this section must let the subjects know that they are asked to participate in a research project. Moreover, it must also describe to participants the range of steps to follow should they decide to participate in the study. 
After reading this section, the subjects must understand what is expected of him/her in terms of participation in the study. This should include:
· Recourse to preliminary tests in order to evaluate eligibility of a future participant
· Mention of the number of meetings (duration of each and time set aside for breaks) with the participant and a detailed description of each of the tasks the participant must carry out
· Follow-up period, if necessary (particularly with longitudinal studies)
· Location where each of the steps of the study will be carried out, e.g. where the subject’s participation is required
· Use of audiovisual equipment, if required
· Mention of the presence, as the case may be, of control group (explanation of the impact and consequences on the subject)
· If the researcher is also a caregiver assigned to the participant, a distinction must be established to this effect, especially if the participant is somehow dependant on the researcher.
7. Personal benefits from participating in the research study

In this section, the researchers must explain the advantages that the participant may personally benefit from his/her participation in the research study. If there are none, this must be mentioned explicitly. Moreover, the researcher may state the possibility for the participant to contribute to the advancement of scientific research. 
Example:  “I will personally not benefit from taking part in this study.  However, I will be making a contribution to the advancement of science in the field of (…).”
The researcher may also mention, if applicable, that the participant will have the possibility of having access to research results deriving from the study. Nevertheless, the form must also contain a clause to the effect that this transmission of information will be carried out in the presence of a competent professional whose role will be to explain to the subject the content of this data.
8. Risks associated with participating in the research study 

This section contains a list and description of all potential risks (physical, psychological, social, familial, economical or other) which could derive from the subject’s participation in the research protocol, even those with low probability. These risks must be disclosed to prospective participants in easy-to-understand terms.
Also, this section should outline the precaution/means put in place to avoid or minimise the occurrence of these risks. 
It there are no underlying risks deriving from this project, it must be stated as such.
Example:  “By taking part in the study, I may feel a loss of self-confidence following negative results of the memory test”.

Example:  “My participation in this research study involves no medical risk.  It is understood that my participation in the study will not affect the care and services which I receive or will receive from (name of establishment)”.

9. Inconveniences associated with participating in the research study
This section must mention all inconveniences or disadvantages that the participant may encounter by participating in this study.
Examples:

· Fatigue
· Stress
· Frustrations related to the study
· Pain
· Nausea
· Loss of time
· Travel
· Use of electrodes
Example: “The travel time from your home to the research site may represent an inconvenient for some people”.

Example: “There is a possibility that a few small areas of skin may have to be shaved before positioning electrodes/markers. As such, strict hygiene measures (razor, hypoallergenic adhesive tapes, cleaning skin with alcohol) will be respected. Moreover, despite the application of strict hygiene measures, there is a slight possibility of a skin reaction where electrodes/markers are fixed. In these cases, a calming lotion will be applied to the skin. ”
Whenever the research participant is a staff member of the establishment other disadvantages may occur, notably in terms of participation time (during work hours or not), the confidentiality of their participation, their relationship with their employer, etc. These persons must be aware of these factors, which is why their consent form must address these concerns.
10. Access to subject’s medical chart 

The participant must be asked for authorization to access to his/her medication chart. As much as possible, parts of the chart the researcher wishes to consult must be specified. In all cases, the researcher must always justify his/her access to the medical chart in the framework of the study.
11. Confidentiality 

In this section, the researcher must ensure the confidentiality of the information and data gathered. Furthermore, he/she must mention the measures established to ensure confidentiality during and following the research study:
· Will the nominal data be coded
· Who will have access to the data gathered
· How and where will this information be stored
· How long will it be stored
Finally, the researcher must mention that a person appointed by the REB could have access at the research document for monitoring.
Example:  “All personal information gathered about you during the study will be coded in order to ensure its confidentiality. Only the members of the research team will have access to it. This data will be kept under lock and key at (site) by the person in charge of this study for a period of five years following the end of the study, after which it will be destroyed. In the event that the results of this study are presented or published, no information identifying the participant will be included”.
In focus group situations, confidentiality must also be requested from each subject. This information must be mentioned in the consent form.
In cases where the compilation of data will be used to develop a database, the future participant must be informed. A specific consent form for this effect must also be written up. 
12. Questions concerning the study 

In this section, it must be mentioned that the researcher will answer satisfactorily all questions from the future participant concerning the research study. 

13. Voluntary participation and withdrawal of the participation of the subject 

In this section, mention must be made of the free and voluntary participation of the participant to the study, as well as the possibility of withdrawing from the research protocol at any time and with no concern of reprisals of any kind: care, services, etc. 
Example: “Your participation to the research study described above is completely voluntary. It is understood that you can, at any time, put an end to your participation without this affecting the health care and services you are receiving or will receive form (name of establishment)”. 

“In case of withdrawal on your part, the audiovisual and written documents concerning you will be destroyed if that is your decision”.
14. Responsibility clause 
This section reminds subjects participating in the research project that should they suffer any injury or fall victim to reprisal as a result of the participation in the project, they reserve all their legal rights. 
Example: “While agreeing to participate in this study, I do not give up any of my legal rights nor release the researchers, sponsors or institutions involved of their legal and professional obligations”.
To this end, it should be remembered that Article 1474, paragraph 2 of the Quebec Civil Code prohibits the limitation or exclusion of liability for bodily or moral injury caused to another. Thus, any limiting clause for responsibility for physical injury or mental injury is invalid and null and void. 

15. Compensatory indemnity
If applicable, this section informs the participant, of the allowance for compensation for his/her participation in the research study. If no compensatory indemnity is given, this must be mentioned. 
In this regard, Article 25, paragraph 2 of the Quebec Civil Code points out that, “medical experimentation may not involve financial compensation other than compensation allowance for loss and constraint”. According to this principle, an allowance deemed to be reasonable could, for example, be given to participants who must go to one of the CRIR establishment to participate in the research study as traveling and/or meal expenses. Childcare may also be included.
Under no circumstances should the allowance be excessive, nor should it influence the subject to participate in the research. Likewise, if the subject decides to withdraw from the project, the researcher should nevertheless grant the compensatory indemnity for compensation on a prorate basis for the subject’s participation.
16. Contact persons
This section mentions the name, title and contact information of the member of the research team who acts as the resource person for the study. This section also mentions that this person may be contacted at all times by the participant to ask questions regarding the study, report a side effect and/or an unfavourable incident or point out his/her withdrawal from the research protocol.
Moreover, the following paragraph must appear in all consent forms for research studies carried out in a CRIR institution/regional partners: 
“If you have any questions about your rights and recourse or your participation in this research study, you can contact Me Anik Nolet, Research Ethics Co-ordinator for the CRIR’S Institutions at (514) 527-4527 extension 2649 or by e-mail anolet.crir@ssss.gouv.qc.ca”.
17. Consent
This section must mention that the participant understands what his/her participation in the research project implies and that he/she agrees to take part in it. In order for the participant to have power over his/her participation, this is the only section which must be written in the first person singular.

The participant must sign at the end of the section. The date the document is signed must also appear in this section.
“I state that I have read this consent form. I understand this study, the nature and extent of my participation, as well as the benefits and risks/inconveniences to which I will be exposed as presented in this form. I have been given the opportunity to ask questions concerning any aspects of the study and have received answers to my satisfaction.
I, the undersigned, voluntary agree to take part in this study. I can withdraw from the study at any time without prejudice of any kind. I certify that I have had sufficient time to consider my decision to participate in this study. A copy of this consent form will be placed into my medical chart.
A signed copy of this consent form will be given to me. 
NAME OF PARTICIPANT (print)
SIGNATURE OF PARTICIPANT
____________________________ 
___________________________ 

NAME OF LEGAL REPRESENTATIVE 
COMPULSORY SIGNATURE OF LEGAL 
OF INCAPACITATED PARTICIPANT
REPRESENTATIVE

(print)

____________________________ 
___________________________
Signed at __________________________ , the ___________, 20 _____.”
18. Signature of legal representative

If the participant is a minor or incapacitated, the signature of his/her legal representative is required. This signature must also be dated.
In the case of a minor, the researcher must obtain the signature of one of the parents of the child or his/her legal guardian. In the case of an incapacitated person, the legal representative is also his/her guardian, trustee or agent. In cases where an incapacitated person is not under a protective regime, it is possible to obtain consent form his/her spouse, a close relative or friend. The order of this list must be adhered to.
19. Assent

The assent may be defined as the agreement of an incapacitated person or a minor to take part in a research project.
Certain legally incapacitated persons or certain minor, approximately 8 years old and over, may nevertheless be able to indicate if they wish to take part in a research project, despite the fact that they be unable to give a free and enlightened consent. Under such circumstances, the researcher must obtain the assent of the participant. In itself, this assent is not sufficient to allow the participation to a research project. Moreover, if the minor or incapacitated person refuses, this refusal must be noted and, by this very fact, prevent his/her participation in the project.
20. Responsibility of the principal investigator
“I, the undersigned, ________________________________, certify 






(print)

(a)
having explained to the research participant the terms of this form
(b)
having answered all the questions he/she as asked in this regard
(c)
having clearly indicated that he/she remains free, at any time, to end his/her participation in the above described research study
(d)
that I will give him/her a signed and dated copy of this form.
In the case of an incapacitated participant (if applicable):
(e)
having ensured that the participant has understood to the best of his/her ability all the aspects of his/her participation in the study described in this form.
_________________________________ 

Signature of the Principal Investigator
or representative 

Signed at  __________________, the ______________ 20 __.”
f) Conclusion
In order to ensure the free character of a participant’s agreement, the researcher must always foresee a waiting period between the time the information is given and the signature of the consent form.
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