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Foreword

This document was prepared with the goal to encourage the harmonization of certain clauses of the Information and Consent Document among the different Research Ethics Boards (REBs) in Quebec.

Another goal is to help researchers prepare information and consent documents that appropriately respect applicable ethical requirements and complies with existing laws.  Therefore, this document serves as an educational, informational and guiding tool.
This document was prepared taking specifically into account the following documents:

· The Declaration of Helsinki
 of the World Medical Association (WMA)

· The International Ethical Guidelines for Biomedical Research Involving Human Subjects from the Council for International Organizations of Medical Sciences (CIOMS), in collaboration with the World Health Organization (WHO)
 

· The Charter of Human Rights and Freedoms

· The Civil Code of Quebec

· Le Plan d’action ministériel en éthique de la recherche et en intégrité scientifique
 

· The Notice on the Conditions to which the Ethics Committees of Research nominated by the Minister of Health and Social Services in accordance with article 21 of the Civil Code of Quebec
 

· An Act on Health Services and Social Services

· An Act Access to Documents Held by Public Bodies and the Protection of Personal Information
 
· An Act on the Protection of Personal Information in the Private Sector
. 
· Food and Drugs Act
 
· Food and Drugs Regulations 
 
· Natural Health Products Regulations
  

· Medical Devices Regulations
 
· Good Clinical Practice: Consolidated Guideline (International Conference on Harmonization(ICH)
 
· The Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans
.
· Le Guide d’éthique de la recherche et d’intégrité scientifique : Standards en éthique de la recherche et en intégrité scientifique du FRSQ
. 

This document has been prepared by taking into consideration the different models of information and consent documents used by the REBs and the Université de Montréal Research Ethics Liaison Board (CLÉRUM)
 documents entitled:

· Rédiger un formulaire de consentement respectueux de l’autonomie des sujets pressentis une mission impossible?

· Le respect de la vie privée et la protection de la confidentialité en recherche

Following a period of consultation with the REBs, the Quebec Research Nurses Association (AQIIRC) and others, the document includes their comments. This document was also submitted to members of the Université de Montreal Research Ethics Liaison Board (CLÉRUM) and circulated at the McGill University Health Centre (MUHC) REBs Annual Retreat. 

Finally, it is important to emphasize that this document was not conceived to help researchers draft information and consent documents for studies that aim to create or use databanks or tissue banks for health research.  As this type of research has specific requirements, another document that takes them into account is required. 

Notably, for genetic research, it is recommended that researchers refer to the information and consent document template available on the RMGA (Réseau de médecine génétique appliquée du Québec) Internet site:  www.rmga.qc.ca
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STEPS TO FOLLOW
This document contains headings and their content that would normally appear in an information and consent document, to the extent that they are appropriate to the type of study envisioned.

Essentially, this is a working tool that must be adapted and tailored to the type of study envisioned.

This document may also be modified to comply with legislative changes and future developments in research ethics.

Importantly, the proposed wording used in certain sections is drafted with the assumption that participants are adults capable of giving consent.  In the event that the study requires the recruitment of minors, or adults of full age incapable of giving consent, the text should be amended using appropriate wording. For minors use terms, such as “your child” and for adults incapable of giving consent use terms such as “the person that you represent.”  

This document contains three sections : the first pertains to linguistic elements, the second to the format of the Information and Consent Document and finally,                                                                                                                                                                                                                                                                                                                                                                 the third section pertains to the Information and Consent Document headings and their content. 

To facilitate reading and utility, the instructions for each heading are preceded by bullets, and the proposed text that appears under certain headings is highlighted in yellow.  Bullets must not appear on the Information and Consent Document.

	I. LINGUISTIC ELEMENTS


· The Information and Consent Document aims to provide the potential participant with all the information that is required to make an informed decision about taking part in a study.

· Consequently, the Information and Consent Document must be written in language that is clear, understandable and easy to read. 

· It is important that the Information and Consent Document be easy to peruse.  It must be concise and contain paragraphs with titles and sub-titles that promote clear understanding.  In addition, each paragraph must articulate only one idea and be short. Lengthy paragraphs are to be avoided.
· The font must be easily legible and the characters must be large (12 font).
· Repetitions, legal clauses, medical jargon as well as elements that are non-applicable to the Quebec Health Care System must be avoided.

· The Information and Consent Documents must be drafted in proper French.

· An English version of the Information and Consent Document is required if the recruitment of English-speaking participants is envisioned. The English version must be consistent with the French version of the Information and Consent Document. A French version of the Information and Consent Document is always required. 

· In the case of a unilingual allophone participant, the researcher should use a version of the Information and Consent Document in the participant’s language.  In the event that this is not possible, the researcher should take the appropriate measures to ensure that the participant thoroughly understands the study, as well as the Information and Consent Document, specifically by using an interpreter’s services whose name and signature will appear in the document. The researcher who heads the study may choose to have the interpreter and the participant sign a “Short Form” translated consent document. The purpose of this document is to record that sufficient and necessary information about the study to the participant has been provided. This document must be written in a language in which the participant is fluent and that is clear, understandable and easy to read.
	II. Formatting OF the information and consent document


Ø Insert on the first page of the Information and Consent Document the logo of the institution or use the institution’s letterhead. 

Ø The document is entitled ”Information and Consent Document ”
Ø The Information and Consent Document must be comprised of two sections, the “Information” section and the actual “Consent” section. The “Information” section is addressed to the participant by using the pronoun “you”. The “Consent” section, where the signatures appear, must be clearly identified as such and is drafted by using the pronoun (“I”).

Ø The consent signature sheet (“Consent section”) appears at the end of the document and on a separate page. The study title, as identified in the study protocol, must appear on this page. 

Ø The Information and Consent Document must be paginated in the following fashion: page X of Y.
Ø The date of the most recent version of the Information and Consent Document must appear as footer on each page of the document, to ensure precise internal management.
	III. headings and content of the information and consenT DOCUMENT


	Title of the   study


· Indicate the title of the study as indicated in the study protocol. 

· It may be necessary to add an explanatory sub-title, if the scientific title of the study is difficult for participants to understand.

	The  researcher  in charge of the  study


· Indicate the name of the researcher in charge of the study, as well as her/his title and affiliation.

· Indicate the names of the co-researchers, as well as their titles and affiliations.

	 The protocol’s number


· If applicable, indicate the protocol’s number or any other study identification number.

	Name of the sponsor or the granting agency                 


· If the study is financed by the private industry, include a statement that includes “‘X’ is providing funding (money) for the study.” 

· If the study is funded by a granting agency, indicate the complete name of this agency in print characters.

	Preamble  


· Given that trust and dependency characterize the relationship between participants and researchers, the following text should be inserted to acknowledge potential participants right to either accept or refuse to participate in the study from the study’s outset.

Proposed text for the adults capable of giving consent:

We are inviting you to take part in a research study.  However, before you decide and sign the Information and Consent Document, take the time to read, understand and carefully think about the following information.

This Information and Consent Document may contain information or words that you do not understand. You should ask the researcher in charge of the study or members of the study staff to answer your questions and explain any word or information that you do not understand. 



Proposed text for adults incapable of giving consent:

We are asking that the person you represent take part in a research study. However, before you decide and sign the Information and Consent Document on behalf of xxx, take the time to read, understand and carefully think about the following information.
This Information and Consent Document may contain information or words that you may not understand. You should ask the researcher in charge of the study or members of the study staff to answer your questions and explain any word or information that you do not understand. 

Proposed text for the minor participants:
We are asking that your child take part in a research study. However, before you make a decision about whether your child takes part in this study and that you sign this document, take the time to read, understand and carefully think about the following information.

This Information and Consent Document may contain information or words that you may not understand. You should ask the researcher in charge of the study or members of the study staff to answer your questions and explain any word or information that you do not understand.

	 Nature and objectives of the  study


· Describe the study, its nature, goals, objectives and scope, in simple and plain language (preferably Grade 8).  Avoid, as much as possible, scientific/technical language or medical jargon as the participant may not understand it. 
· If applicable, explain why potential participants are approached. Write the reasons, the pathology, the illness or condition that support their recruitment (this statement can be moved up to the preamble),
· Indicate the number of participants you expect to be recruited at your institution. In multicentre research studies, also indicate the total number of participants to be recruited for the study.

	 STUDY PROCEDURES 


Under this heading, the text must be clear and detailed and provide enough information for potential participants to understand and visualize what their participation entails and what they need to do throughout the course of the study.

· Describe the nature of participation. To this end, give a detailed description of the tests, treatments and any other medical procedures conducted, including their number and duration. Also indicate whether questionnaires will be administered and what study eligibility tests are required. Specify if video or audio recordings of participants will be made. Depending on the nature of the study, when complex and/or detailed information must be provided, to facilitate understanding, it may be summarized in the form of a grid and/or timetable that may include different stages of the study.

· Specify the length of time the research participant will be expected to participate in the study, as well as the total duration of the study. 
· Describe the difference between the aspects of the study that are considered standard treatment and those that are conducted for experimental purposes.

· Specify the location where the medical procedures will be undertaken.

· Indicate, if applicable, whether hospitalization is needed or whether the participant will have an extended hospitalization period as a result of study participation.

· Specify, in the case of a randomized clinical trial, whether it is a single or double-blind. Indicate the possibility of breaking the blind in case of emergency.

· In randomized clinical trials, specify the likelihood of being assigned to one or to the other group in plain language (e.g. flip of a coin). Specify that the participant cannot choose the group to which she/he will be assigned.

· Indicate, explain and justify the use of a placebo. 

· Describe whether the study requires interrupting or stopping other pre-existing treatments, care or medication. 

· Specify the follow up period for participants after study termination.

· State the availability of the study medication or procedure after study termination. 

· Indicate, if applicable, what documents will be examined during the course of the study and if they contain personal and identifying information related to the participant (e.g. medical file).  The gathering of personal participant information must be limited to the aims of the study. This information should be included under the “Confidentiality” heading in the second paragraph.   

	PARTICIPANT RESPONSIBILITIES


· Under this heading, clearly specify what the participant will be expected to do or not do.  For example: 

· Do not drink or eat certain foods before, during and after your participation in the study. 

· Do not donate blood. 

· Avoid taking part in other studies while you participate in this one.

· Keep your medication out of the reach of children. 

· Carry the identification card that was given to you with you at all times. 

· Respect the health warnings about the medication you are taking and inform the members of the study staff of any other medications or natural products that you use. 

· Do not drive and operate machinery when you take this medication.

· Etc.

	STUDY RISKS


Under this heading, pay particular attention to the research ethics principle of balancing the risks against the benefits of participation, for the participant and, if applicable, to others.  In the Information and Consent Document include the following information in simple and plain language.

· Disclosure of the nature, magnitude, probability and reversibility of all known and foreseeable risks, whether they are physical, psychological, economical, social or family related.

· The frequency of risks must be ranked in percentages. Describe these risks by using terms such as common, uncommon and rare. Also, describe their severity by using terms such as severe, serious, major and minor. 

· Disclosure of the risks that may incur long-term consequences.

· The cumulative effect of study participation on morale, physical, psychological and social well-being including the aspect of pain, anxiety and injury must be stated.

· Clearly distinguish the risks resulting from experimental treatment and procedures as opposed to standard of care.

· If the study involves the use of a placebo for some participants, it is important to indicate the risks and disadvantages that can result from an absence of active treatment for the given time period.

· If participation involves interrupting treatments, care or medication, it is important to indicate their risks and drawbacks.

· Specify whether there are contraindications for certain drugs, natural products or others.  Append a list of contraindicated products to the Information and Consent Document, if applicable.

· Specify the possibility of unexpected or unforeseeable short or long term risks.

· Specify the emergency, security, treatment and comfort measures in place to minimize, manage and control risks.

· Include warnings related to driving and the operation of machinery, etc.

· A grid or table, when appropriate, may make information easier to understand while making this section less lengthy.

	Risks  associated with pregnancy


The proposed text under this heading must be adapted to the particular type of study and risks associated with it.

· If applicable, describe if the study requires several pregnancy tests (i.e. before the start of the study, during the study and after the study ends). Also, indicate their number and frequency.  

· Specify medically acceptable contraceptive methods that are to be used during the study. For example: oral birth control pills, hormonal implants, intrauterine devices, intrauterine copper contraceptive, barrier methods with spermicide, cervical cap with spermicide and condom with spermicide.

· Specify if these contraceptive methods will have to be used after the study ends.  If, in the affirmative, state the duration.

· State, if applicable, the need for double-barrier method use.

· Indicate the duration of use of these contraceptive methods. 

· If the efficacy of one of these contraceptive methods is reduced due to its interaction with the study medication or study procedure, it must be clearly stated.

· If the study drug or one of the study procedures can have a teratogenic effect on the sperm, state that male participants must use contraception. Equally, state that these participants assume responsibility to inform the researcher in charge of the study if they suspect their partners may be pregnant.

Proposed text :

Taking part in this research study may include risks, known or unknown, to pregnant women, unborn children or breastfed infants. So, if you are pregnant or breastfeeding, you cannot take part in this study.

If you are a woman of childbearing age, you must take a pregnancy test before you take part in the study.  Men and women who have sexual relations must, at all times, use a medically acceptable birth control method during the time they take part in this study.

The researcher in charge of the study or a member of the study staff will check your birth control method to make sure that it is medically acceptable.

If you think that you have become pregnant while you are taking part in the study, or that your partner has become pregnant, you must tell the researcher in charge of the study, at once, to discuss choices about your pregnancy.

Proposed text for when the study drug or one of the study procedures may have a teratogenic effect on the sperm:

Taking part in this research study may include known or unknown risks to pregnant women, unborn children or breastfed infants.  So, if you are a pregnant or breastfeeding woman, you cannot take part. 

If you are a woman of childbearing age, you must undergo a pregnancy test before you take part in the study. Men and women who have sexual relations must, at all times, use a medically acceptable birth control method during the time they take part in the study.

The researcher in charge of the study and members of the research staff will examine your birth control method to ensure that it is medically acceptable.

If you think that you have become pregnant while you are taking part in the study, or that your partner has become pregnant, you must tell the researcher in charge of the study, at once, to discuss choices about the pregnancy.

	drawbacks/DISAVANTAGES associated with the research study


· Under this heading, list the possible drawbacks and/or disadvantages of participation. For example: discomfort, malaise, anxiety, fatigue, stress, and frustration related to testing, transportation costs, travelling time, waiting and time devoted to research procedures. 

	Advantages 


· Indicate direct advantages, if any, of participation. Use particular caution in the way this information is presented. Avoid phrases that could unduly influence participants and/or be coercive. Do not exaggerate benefits, promise greater access to rapid services, better follow-up or better treatment, which counters participants’ right to informed consent. 

Proposed text:

You may or may not benefit from taking part in this research study, but information learned from this study may help by adding to medical knowledge in this area and better treatment for people in the future.
· In the event that there is no direct advantage to the research participant, state that participation will contribute to the advancement of scientific knowledge in a given field and a better understanding of the phenomenon under study.

Proposed text:

You will not benefit by taking part in this study.  But, the study results may help add medical knowledge in this area and better treatment for people in the future.

	Other possible treatments or alternatives 


· Specify, if applicable, the possible treatments or alternatives to research participation.

	voluntary participation and the Right to withdraw 


· Under this heading, it is necessary to state that the research participants have the right to decide whether or not to participate in the research study, and to withdraw at any time and for any reason, without this decision affecting the provision of their care, treatment or access to services.
· If appropriate, state that the participant may withdraw from the study completely or from the primary interventional component and that the participant can continue to participate in other components. 
· Should the participant withdraw, state that the researcher in charge of the study may request follow-up for important safety reasons. 
· Proposed text:

You may choose whether you would like to take part in this study. If you choose to take part now, you can change your mind later and stop at any time and for any reason. Tell the researcher in charge of the study or one of the members of the research team about your decision.   
Proposed text:

You may choose whether you would like to take part in this study. If you choose to take part now, you can change your mind later and stop at any time and for any reason. Your future medical care and your relationship with your doctor and or other people involved in your care will not change in any way. Tell the researcher in charge of the study or one of the members of the research team about your decision.   He or she will explain the best way for you to stop taking part in this study safely. 

· In case of the research participant’s withdrawal, indicate foreseeable study termination procedures necessary to ensure participants’ safety and well-being. 

· The research participant must understand that the researcher, the granting agency or the sponsor and the research ethics committee may end the study for various reasons and/or under certain circumstances.  These reasons and circumstances, as well as the procedures to end the study must be clearly specified.

Proposed text:

The researcher in charge of the study, the research ethics committee of xxx, the granting agency xxx or the sponsor xxx may take you off the study without your consent at any time if : 

New information shows that taking part in the study is not right for you
You do not follow directions given to you by the researcher in charge of the study or by a member of the study staff
The study must be stopped for xxxx reasons.

· The researcher in charge of the study may remove a participant from the study for reasons such as unacceptable risk. In this circumstance and if applicable, indicate that the participant is free to continue participating in other research activities described in the approved protocol (e.g. continue collecting information from the participant’s medical record).  
· In case of the participant’s withdrawal, indicate the foreseeable use and storage procedures for data already collected. 
Proposed text:

If you choose to stop taking part or are taken off the study, the information that was already collected from you during the study will be stored as long as needed to ensure your safety as well as that of other participants in the study and for as long as the law demands.
· Specify that any new information or changes to the conditions, treatments and research procedures that may put in question the participants’ willingness to participate in the research study will be given to them verbally and in writing without delay.

Proposed text:

There is a chance that we may learn new information while you take part in the research study. This information may affect your health or well being or change your decision to continue taking part in the study. You will be told any new information, at once, and it will also be given to you in writing. 
	Confidentiality


· Specify who will collect and record the participant data.

· Specify the nature of the required participant data that will be collected.

· Specify the reasons why the participant data is collected.

· Specify that the researcher in charge of the study and the members of the research staff will respect personal privacy and ensure confidentiality of personal information and collected data.

· Specify the measures taken to ensure the security of personal information and collected data, as well as its use. If applicable, describe how the collected data will be coded or anonymised and who can decode the data. Initials, date of birth, gender, ethnic origin, or other identifying information should not be used as part of the code. 
· Identify the persons or the organizations that will have access to personal information and collected data. 
· Specify how persons or the organizations that have access to personal information and collected data will respect personal privacy.

· Specify where personal information and collected data will be stored.

· Specify how long personal information and collected data will be stored and detail how they will be destroyed in conformity with existing laws and regulations.

· If applicable, explain that in the event of publication or marketing, the researcher is obliged to ensure that participants cannot, under any circumstances, be identified.

· Inform the participant of the existence of a research participant directory.

· According to the Act Respecting Access to the Documents Held by Public Bodies and the Protection of Personal Information and the Act Respecting the Protection of Personal Information in the Private Sector, specify that participants have the right to access their medical and research files and that they may amend, or delete obsolete or inappropriate information from their research file.

Proposed text for clinical trials falling under Health Canada responsibility:

While you take part in this research study, the researcher in charge and study staff will collect and take down information about you in a file. Only information necessary for the research study will be collected. 

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

All the information collected about you during the study will remain confidential as the law demands. To protect your privacy, your information will be identified with numbers and or letters. Only the researcher in charge of the study knows the numbers and or letters that link them to you.

The study researcher will send the research study information collected about you to the sponsor or sponsor representatives. This information does not include your name or address.

The sponsor will use the information collected about you only to reach the study goals as they are explained in this Information and Consent Document.

The information collected about you can be shared by itself, or together with other information collected from other studies with government groups in Canada or in other countries, or with the people that do business with the study’s sponsor xxx. This means that your study information could be sent other countries.  The sponsor xxx must respect Quebec and Canadian privacy laws and those in all the countries where your study information will be sent. Your study information will be kept for 25 years by the researcher in charge of the study and by the sponsor xxx.

The study information may help the government approve the sale of the study medication.  The study information may also be used for other reasons related to the study or to help develop future studies.
The study information could be printed in medical journals or shared with other people at scientific meetings, but, it will be impossible to identify you.

To make sure the study is being done properly; your research study file as well as your medical file could be checked by a person authorized by the Research Ethics Board of xxx, or by the institution, by a person authorized by special people or groups xxxxx as well as by the sponsor’s xxx representatives. These people and groups are obliged to respect your privacy.

For your safety and to be able to reach you quickly, your family name, first name, coordinates and the date you started and ended the study will be kept for one year after the study ends in a separate list kept by the researcher in charge of the study xxx or by the institution xxx.

You have the right to look at your study file in order to check the information gathered about you and to correct it, if necessary, as long as the study researcher or the institution keeps this information. However, you may only have access to certain information once the study has ended. 
Proposed text for other types of research studies other than clinical trials:

While you take part in this study, the study researcher and team will collect and take down information about you in a research study file.  Only information necessary for the research study will be collected. 

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

All the information collected about you during the study will remain confidential as the law demands. To protect your privacy, your information will be identified with a numbers and or letters. Only the researcher in charge of the study knows the numbers and or letters that link them to you.
The study researcher will use the study information collected about you for research purposes, only to reach the study goals as they are explained in this Information and Consent Document. Your study information will be kept by the researcher in charge of the study for xxx years. 
The study information could be printed in medical journals or shared with other people at scientific meetings, but, it will be impossible to identify you.

To make sure the study is being done properly, your study file as well as your medical file could be checked by a person authorized by the Research Ethics Board of xxx, or by the institution, by a person authorized by special people or groups xxxx as well as by the sponsor’s representatives xxx.  These people and groups are obliged to respect your privacy.  
For your safety and to be able to reach you quickly, your family name, first name, coordinates and the date you started and ended the study will be kept for one year after the study ends in a separate list kept by the researcher in charge of the study xxx or by the institution xxx.

You have the right to look at your study file in order to check the information gathered about you and to correct it, if necessary, as long as the study researcher xxx or the institution xxx keeps this information. However, you may only have access to certain information once the study has ended. 
	marketing possibilities


Ø Indicate the possible commercialization and economic benefits of the research study’s results.  State, if applicable, whether or not participants can expect to benefit financially.
Proposed text:

Your participation in this research study could lead to the making of commercial products.  However, you will not receive any money from the sale of these products. 

	funding of the research study


· If the study researcher gets funding for the conduct of this research study, this information must be stated.  

Proposed text ( Research Study Funded by Private Industry

The researcher in charge of the study and the institution received funding (money) from the sponsor xxx to carry out this study. 

Proposed text ( Research Study Funded by a Granting Agency
The researcher in charge of the study received funding (money) from a Granting Agency xxx to carry out this study. 

· In addition, under this section, study researchers must declare their real or potential interests in the company that sponsors this study and state whether they are professional or financial.
	Compensation  in case of injury or loss and the rights of the research participant


· Inform participants whether they will receive compensation from the sponsor, in case of injury or other loss.

· Inform participants that, in case of injury or other loss, they will receive all appropriate medical care necessary for their care free of charge.
· Inform participants that they maintain their right to request compensation for any injury or loss suffered as a result of participation in the study.  Avoid any suggestion that may discourage participants from exercising their rights. Responsibility for any physical or moral injury suffered by participants cannot be excluded or limited nor can it be justified ethically or legally.  

Proposed text for research studies funded by private industry:

If you suffer any injury or loss because you have taken research study medication or due to a research study procedure, you will receive all the care and services needed to treat you without any cost to you.

By accepting to take part in this study, you do not give up any of your legal rights and you do not free the researchers, the sponsor xxx or the institution xxx of any of their civil and professional responsibility toward you.

Proposed text for research studies not funded by private industry:

If you suffer any injury because you have taken study medication or due to a study procedure, you will receive all the care and services needed to treat you without any cost to you.

By accepting to take part in this study, you keep your legal rights and you do not free researchers, the sponsor xxx [if applicable] or the institution xxx of any of their civil and professional responsibility toward you.

	Compensation


· Under this heading, include financial compensation regarding transportation and parking, as well as what procedures are required to obtain this compensation (for example: submission of receipts)

· Specify, if applicable, the total amount or the amount per visit that participants will receive to compensate for loss or inconvenience.

· Should participants withdraw before the end of the study, they will receive compensation proportional to their degree of participation.

Proposed text:

You will receive [specify total $$ amount] for costs and inconvenience because you took part in this study. If you choose to stop taking part in the study or are removed from it before the study is completed, you will be paid only part of this money depending on the length of time you took part.
	Identification of contact persons


· State the name, profession and coordinates of the researcher in charge of the study or co-researchers, collaborators or study team members that the participant can reach at any time.

Proposed text:

If you have questions about the study or if you feel you have a problem related to taking part in the study, you can communicate with the researcher in charge of the study at the following numbers: xxx.
· In an emergency situation, indicate, if appropriate, the coordinates of a study researcher that could be reached at any time (24/7) to suggest appropriate treatment, where to go in the event of an incident or determine the necessity of going to an emergency room.  

· If the participant wants to file a complaint, indicate the name and coordinates of the person with whom participants must communicate.
Proposed text:
For any question concerning your rights as a person taking part in this study or if you have comments or wish to file a complaint, you can communicate with the Hospital Complaint Commissioner/Ombudsman xxxx at the following number: xxx.

	Control of the ethical aspects of the research study


· Indicate that the study has been reviewed and approved by the Ethics Research Board and will ensure oversight.

· Indicate that any review or amendment to the Information and Consent Document and to the study protocol will be first approved by the Ethics Research Board.

Proposed text:

The Research Ethics Board of the xxx approved this study and is responsible for following the study and making sure that you are protected. Before any change is made to the Information and Consent Document or to the study, it must first be approved by the Research Ethics Board.
	Consent


· The Information and Consent Document must be signed and dated by the participant and by the person who obtained consent.

· In case of a minor or an adult incapable of giving consent, the Information and Consent Document must be signed and dated by the participant’s legal representative and by the person who obtained consent.
With regards to a minor, the consent must be given by the person having parental authority (usually the minor’s father or mother) or by a legal guardian.

With regards to an adult incapable of giving consent, the consent must be given by a duly homologated mandator, a tutor or a curator named by the court.

In addition, the minor or the adult incapable of giving consent may indicate their assent to participate in the study.

The assent permits minors or adults incapable of giving consent to demonstrate their willingness to participate in the study if they understand its nature and consequences. Please note that there is no legal obligation in Quebec to obtain assent. Minors and adults incapable giving consent are not required to sign the Information and Consent Document to demonstrate their willingness to participate. However, if the indicate that they are unwilling to participate, they must not be included in the study.
· Sudden loss of Mental Capacity due to a Medical Emergency
If an adult suddenly becomes incapable of giving consent due to a medical emergency, and if the study’s experimental treatment or procedure must be performed soon after the development of the condition that caused it, the Information and Consent Document must be signed and dated by:

1) The participant’s spouse, whether she/he be married, in a civil union or living common law
2) A close relative in the absence of a spouse or if the spouse is unable to provide consent
3) By a person who has a particular interest in this adult in the absence of a spouse or close relative.

Note: The recruitment of minors or adult participants unable to give consent requires PRIOR approval by the REB.

· When applicable, the Information and Consent Document must be signed and dated by a witness whose role is to attest that the research participant has indeed signed the document.

· Authorization to transmit study results
If appropriate, depending on the type of study, the researcher in charge of the study may, with participants’ consent, inform their treating physician about their participation. In addition, the researcher may, if necessary and with participants’ consent, transmit clinically relevant information about them to their respective treating physicians.

Proposed text:

I authorize the researcher to make the doctor caring for me know that I am taking part in this study:

Yes (
No   (
Name and address of the doctor caring for me: _____________________________

I authorize the researcher to send my doctor health information if it will be useful for my care:

Yes (
No  (
Name and address of the doctor caring for me: _____________________________

· Conversely, if a research study recruits minors, or adults incapable of giving consent, they are not to be given such choices and the results should be transmitted automatically to the treating physician. 

Proposed text:

Minors
The researcher in charge of the study will give the doctor caring for my child health information about her/him if it will be useful for his/her care.
Adults Incapable of Providing Consent
The researcher in charge of the study will give xxx’s health information to his/her doctor, if it will be useful for her/him care.
· Information to insert in the participant’s medical file
If the study involves significant risks, a copy of the research study’s summary and the Information and Consent Document will be placed in the participant’s medical file if the participant provides consent.

Proposed text for the able adult research participants:

A copy of the Information and Consent Document will be placed in my medical file. Therefore, I understand that they are available to any person or organization that has access to my medical file.
Proposed text for research on adults incapable of giving consent:

A dated and signed copy of the Information and Consent Document will be inserted in his/her medical chart.  Therefore, I understand that they are available to any person or organization that has access to his/her medical chart.
Proposed text for the minor research participants:

A dated and signed copy of the present Information and Consent Document will be inserted in his/her medical chart.  Therefore, I understand that they are available to any person or organization that has access to her/his medical file.
I. The Research Participant’s Consent

Proposed text for adults capable of giving consent:

I have read and reviewed the Information and Consent Document and the study was explained to me.  My questions were answered to my satisfaction. I was given the time to think about whether I want to take part in this study. 
I agree to take part in this study according to the conditions set in this Information and Consent Document.  A dated and signed copy of this Information and Consent Document will be given to me.
_______________________            ______________________________      _____

Name 



    signature of the research participant
Date

II. The Legal Representative’s Consent

Proposed text for adults incapable of giving consent:

As the legal representative of xxx, I have read and reviewed the Information and Consent Document and the study was explained to me. My questions were answered to my satisfaction. I was given the time to think about whether I want to take part in this study.
I agree that the person I represent xxx take part in this study according to the conditions set in this Information and Consent Document.  A dated and signed copy of this Information and Consent Document will be given to me.
___________________________________________________________________

Name of the research participant







___________________________

Name of the legal representative (agent, guardian, curator)
________________________        _ ____

Signature



   Date
Proposed text for the minor research participants:

As the parental or legal guardian of xxx, I read and reviewed the Information and Consent Document and the study was explained to me. My questions were answered to my satisfaction. I was given the time to think about whether I wanted xxx to take part in this study.
I agree that my child participate in this research study according to the conditions set in this Information and Consent Document.  A dated and signed copy of this Information and Consent Document will be given to me.
___________________________________________________________________

Name of the minor child







_______________________________________________________________


Assent of the child able to understand the nature of the study
[SEE PEDIATRIAC REB r.e. ASSENT STATEMENTS
Verbal assent of the child unable to sign, but able to understand the nature of the study: yes___  no___

__________________________________________

Name of the legal representative (parent or legal guardian)


___________________________________________________________________

Signature








Date
III. Sudden loss of Mental Capacity due to a Medical Emergency – The representative’s consent 

Proposed text:

As the representative of xxx, I read and reviewed the Information and Consent Document and the study was explained to me. My questions were answered to my satisfaction. I was given the time to think about whether I wanted xxx to take part in this study.
I also understand that if the person I represent becomes, once again, able to consent and if the study is still ongoing, she/he will be asked to sign the Information and Consent Document.

After careful thought, I agree that the person I represent take part in this research study according to the conditions set in the Information and Consent Document. A dated and signed copy of this Information and Consent Document will be given to me.
___________________________________________________________________

Name of the research participant







___________________________________________________________________

Name of the representative





Relationship to the research participant
___________________________________________________________________

Signature









Date
IV. Signature of the person who obtained the consent

Proposed text for capable adult participants:

I have explained to the participant the conditions of taking part in the study as stated in this Information and Consent Document and I answered all her/his questions.
___________________    

__________________________   ______

Name of the person who obtains the consent
Signature


Date
Proposed text for adults incapable of giving consent:

I have explained to the legal representative (agent, guardian, and curator) the conditions of taking part in the study as stated in this Information and Consent Document and I answered all her/his questions.
___________________


_______________________           ______
Name of the person who obtains the consent
Signature


Date
Proposed text for minor participants:

I have explained to the legal representative (parent or guardian) the conditions of taking part in the study as stated in this Information and Consent Document and I answered all her/his questions.
_______________________  

____________________       _________
Name of the person who obtains the consent
Signature

Date
Proposed text for research studies in emergency medicine:

I have explained to the representative (agent, guardian, or concerned person) the conditions of taking part in the study as stated in this Information and Consent Document and I answered all her/his questions.
____________________________                       ________________       _______
Name of the person who obtains the consent

Signature

Date
THIS IS WORKING DOCUMENT AND IS MEANT TO SERVE AS A GENERAL GUIDE ONLY








The following applies to the “Proposed text” sections:


Literacy level is generally higher than the MUHC recommended Grade 8 level and should be reduced


Clauses specific to the MUHC are to be added





For those conducting research on children, please consult the PED REB for Consent and Assent form templates
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