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Guidelines for writing a Consent Form

Revised August  2011
This document is meant to be a guide for designing consent forms in the context of research that are user friendly and easy to read by the potential research participant.  Some refer to this document as a template, which is fine, however please note that it should be adapted to each specific study.  Italics indicate suggested wording. 
Things to keep in mind when formatting the document:

1. Insert a version date and page numbers at the bottom of the consent form.

2. Use lay person terminology, do not use technical/medical terms. (Ref. GCPs 4.8.6)  A grade 8 level is recommended.
3. Insert the name of the hospital, the principal researcher/investigator, co-investigators (if applicable) and the department at the top of the first page.
4. If the study is sponsored or funded by a grant, insert the sponsor or granting agency’s name on the first page.
5. Insert the title of the protocol on the consent form. Note that it must exactly match the title on the protocol, unless a rationale is provided for not using the identical title.

Below is an example of what the top front page of the consent form should look like:
Jewish General Hospital




















Addressograph
Insert Name of Department

Insert Name of Principal Investigator
Consent form

Insert the title of the study

Insert the sponsor’s name (if applicable)
Introduction:
The introduction must include:

· An invitation to take part in a research study (experimental research).
· Why they are being asked to take part in this research study.
· A clear statement that their participation is voluntary, they can choose to take part or not without it affecting their care at the JGH. 
You are being invited to be a research participant.  This research is designed to look at an experimental drug/treatment because you have (describe the condition that make them eligible to participate in the research).  You have the right to know about the purpose and procedures that are to be used in this research study, and to be informed about the potential benefits, risks, compensation, and discomfort of this research.

Before you agree to take part in this study, it is important that you read the information in this consent form.  You should ask as many questions as you need to in order to understand what you will be asked to do.  You do not have to take part in this study if you do not want to.

Purpose of study:
· This section should be brief and to the point.  Tell the participant the background of the research problem, i.e., what the normal standard of care for this population is and if applicable why current therapies are not satisfactory.
· Explain why this research is important.  Describe how this study is designed to solve the problem. 

· Indicate if the drug/device being tested is experimental and whether it is approved for use in Québec and whether approval from Health Canada has been granted.
· Indicate the number of participants that are to be recruited at the JGH – a total number of participants at all sites may be given but is optional.

Procedures:
In this section explain:

· What procedures are involved and what the participants can expect should they choose to take part in the study.  
· How many times participants will be required to come to the hospital (visits) and how long each visit will be. 
· Where the procedures will take place (will the procedures take place outside of the hospital or involve home visits).  
· The time-line of the study. 
· The study procedures participants will have to undergo. 
· The drugs administered.  
· Anything else participants will need to know as part of the study. 
In order to guide the procedures section we recommend that you answer the following questions
 for the participant:
· With whom will they interact?

· When & where will the research be done?

· What procedures will take place?

· How often will the procedures be performed?

· How much time will be involved for each procedure/visit?

· What is the expected length of time of their overall participation?

· Which procedures are part of standard of care? Which procedures are being done for research purposes only? 
· Will a placebo be used?  Justify the use of the placebo. What are the chances they will be given placebo versus active medication?
· If participants are randomized into different groups, how will the decision be made as to which group they will be in (Like the flip of a coin)?
· Will information be taken from the participants medical charts?
· Will the participant be asked to complete questionnaires?  How many?  Where? How long?
· Quantities of blood to be drawn should be listed in lay language equivalent (for instance: “XX teaspoons”).
For studies that require more than 1 or 2 steps/visits (e.g., clinical trials with multiple visit, different procedures each visit), consider using a table format.
Strongly recommended:

A bulleted list of procedures with a description may be easier to read than a paragraph.  A chart may also be given and may be an appendix to the consent form.
What is expected of you as a research participant?
Clearly specify what a participant will be expected to do or not do.  For example:

· If participants should not eat certain foods at certain times.
· If participants should not eat particular foods.
· If participants should not donate blood.
· Can participants take part in other studies?

· Are there cards participants should carry at all times.
· That participants should come to every scheduled visits, what they should bring, what they should do to prepare.
· Etc.

Risks, Discomforts and Side-Effects:
· The risks of the experimental procedure or study drug must come first.  The risks of standard care or medications that would be given as part of standard care are optional and, if presented, should be explained in a concise and simple manner.  For example:  
“The side effects of the standard chemotherapy drugs that you will be given are similar to those of the experimental medication, nausea and vomiting being the most common.  The risks of your standard medications will be explained to you by your study doctor, if they haven’t been explained already.”
· This information must include the nature, magnitude, probability and reversibility of all known and foreseeable risks, whether they are physical, psychological, economical, and social or family related.  Disclose if there are long term consequences or if they are cumulative.

· Discomforts such as malaise, anxiety, fatigue, stress, traveling time, number and/or length of visits, etc. should be listed after the risks.

· In Québec all potential risks of the experimental procedure/study drug must be listed.  Do not make open-ended statements such as “Some of the risks are” or “Risks are similar to XX.”  

· Group the risks into those that are expected, occasional, or rare, and describe them as such; provide percentage of risks if they are known. 

 

In addition to the risks listed above, indicate if the participant may experience a previously unknown risk or side effect.  In such cases, it is important to mention that risks can be severe or life threatening, for example:
All precautions will be taken to avoid the occurrence of unexpected adverse reactions and participants will be closely monitored.
If the risks are not yet known or unforeseeable, this must be indicated clearly, for example:
With all medicines or procedures, there may be risks that we do not know about.  You will be given any new information that may affect your willingness to start or continue in the study.

With genetic or pharmacogenetics studies the risk of loss of confidentiality must be indicated, for example:

One of the risks of this study is the possibility that the results or that information that you took part in a research study is given to third parties. Just by taking part in genetic research may hurt your chances and the chances of your family to get insurance (life insurance, disability, mortgage, or health) or some types of jobs. 

Pregnancy / Nursing a Child / Fathering a Child:
If there are risks to an unborn or nursing child or to fathering a child they must be listed in the consent form.  
For women of childbearing potential:

· Pregnancy testing (why, how, how often)

· What are the required birth control measures? Why are they required? List acceptable birth control methods
· How long before the start of the study should they use birth control measures be used and how long after?
· If a participant were to become pregnant would there be consequences for continued study participation?
For women nursing a child:

· Limitations for breast feeding (if any)
For men of childbearing potential:

· Potential risks of fathering a child while on study

· What are the required birth control measures? Why are they required? List acceptable birth control methods

· In case of pregnancy, tell the participant if he should inform the principal researcher

· In case of pregnancy, the participant should inform his pregnant spouse or partner of the potential risks for the fetus

· Will information about pregnancy or pregnant partner/spouse be sought?
· How will the pregnant spouse/partner be contacted?
Benefits:
Describe the benefits of participation, any direct benefits to the participant, and any benefits to others. 
If benefits from participation may not continue after the study has ended, describe them here. (For instance: an investigational drug provided for free may not be available at the end of the study, or for an extension study the investigational drug may no longer be provided free by the sponsor once the drug is approved by Health Canada and available through the provincial health care plan.) 
If there is no medical benefit to participation, state it here.  
For all studies assessing potential treatments a clear statement that this study may not benefit them directly needs to be inserted, for example:
We cannot guarantee that you will receive any benefits from this study.  However, information learned from this research may lead to a better treatment in the future for people with [disease, condition, symptoms].
If participants are not entitled to share commercial benefits resulting from their participation in the study, this must be stated, for example:
The results of this study (and if appropriate: the analysis of your samples) may be used to help create products that will be sold, but you will not receive any money if this happens
Alternative to Study Participation: (if appropriate)
Include appropriate alternative procedures or courses of treatment, if any that are available to the participant.  One alternative may be not to participate in the study.

Voluntary participation/withdrawal:
Participants are free to withdraw from research at any time for any reason.  In Québec, a written notice cannot be required from the participant who wants to withdraw her/his consent to give access to her/his personal information.  “Consent to care not required by a person's state of health, to the alienation of a part of a person's body, or to an experiment shall be given in writing.  It may be withdrawn at any time, even verbally.”  Civil Code of Québec, 1991, c. 64, a. 24.
Your participation in this study is voluntary.  You may choose to participate now and decide to stop your participation at any time.  Your future medical care and your patient-doctor relationship will not be affected in any way.  If you wish to stop taking part in this study, it is very important that you inform your study doctor.  He/she will explain to you the best way for you to end your participation in this study.

You may decide to withdraw your participation in this study at any time or it may be stopped with or without your consent at any time for any of the following reasons:
· You decide to withdraw from the study

· Your disease becomes worse; other medical care will be discussed with you

· You experience severe or life-threatening side-effects  (appropriate medical care will be provided)
· You do not follow the instruction for study participation

· Your study doctor feels it is in your best interest to withdraw you from the study

· The sponsor decides to terminate the trial

It is important that you inform your study doctor of any change in your health whether or not you think they are related to the study medication /treatment.  You should also inform your study doctor of any changes to your medications, either those prescribed by your family /primary care physician, or those bought over the counter.
If you withdraw (or are withdrawn) from this study, any information collected up to the point of withdrawal for the purpose of this research may still be used in order to protect the scientific integrity of the study.
New Information Learned:
Participants must be informed of any new findings that are discovered during the course of a study, including unanticipated results (2nd paragraph below).  Please inform the participant what plan is in place in case of unanticipated results.
If new information is learned that could affect your choice to continue in the research, you will be told about this information and given an opportunity to decide if you want to continue your participation in the research.
We may also learn information about you that was not known before, if this happens we will [insert plan].
Confidentiality:
· In Québec, personal information cannot be kept, used and/or disclosed “indefinitely”
· If blood or tissue is being collected as part of the main study (if there is an optional consent form for optional tissue / samples the confidentiality of these samples must be addressed in the optional consent form) a separate section regarding the confidentiality of samples is necessary.  This section should include where the samples will be kept, for how long, how they will be coded, security measures in place to protect the samples, etc.
· Confidentiality clauses that refers to HIPAA are not valid in Canada and will be rejected by the Research Ethics Committee
· Information transferred outside of Québec must have the same level of confidentiality protection as in Québec and Canada
· Confidentiality clauses that refer to PIPEDA alone are not appropriate in Québec. The collection, use and disclosure of health information that occur in the province of Québec are subject to Québec privacy laws.
· Health Canada requires the sponsor (not the investigator) to maintain the research files for 25 years for Clinical Trials however this obligation is commonly delegated to the Principal Investigator of the study.  The JGH/LDI SOPs require that the research files be kept for 10 years for all other types of research.  If the research plans on storing the research files for longer a justification must be provided in the protocol.
· Confidentiality clauses that are too long and descriptive are confusing and not necessary in the consent form.  However, a clear description of the way by which confidentiality issues will be managed by investigators and sponsor must be provided to the Research Ethics Committee.  Thus, such a description should appear in the protocol or in the Clinical Trial Agreement submitted to the Research Ethics Committee, but not in the consent form.
Definitions (taken from the TCPS2: 2010):

· Coded information – direct identifiers are removed from the information and replaced with a code. Depending on access to the code, it may be possible to re-identify specific participants (e.g., the principal investigator retains a list that links the participants’ code names with their actual name so data can be re-linked if necessary).  If initials are to be used as part of the code the participant must be made aware.
· Anonymized information – the information is irrevocably stripped of direct identifiers, a code is not kept to allow future re-linkage, and risk of re-identification of individuals from remaining indirect identifiers is low or very low.

· Anonymous information – the information never had identifiers associated with it (e.g., anonymous surveys) and risk of identification of individuals is low or very low.

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

All the information collected about you during the study will remain confidential within the limits of the Law. To protect your identity, your name and identifying information will be replaced with a code (numbers and or letters), the link between the code and your identity will be held by the researcher in charge of the study.  No information that discloses your identity will be allowed to leave the institution.

The study researcher will only send coded information 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 Form.

The coded information may be shared 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 to other countries.  However, the sponsor xxx must respect the same level of privacy protection that is provided in Quebec and Canada 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 in the development of future studies.   There are no plans to compensate you for any products developed from this research.

The study information could be printed/published in medical journals or shared with other people at scientific meetings, but you identify will not be revealed.
A copy of this consent form (will/will not) be placed in your medical record file and a copy will be given to you.

For the purpose of monitoring this research, your research study file as well as your medical records identifying you could be checked by a person authorized by the Research Ethics Committee of the Jewish General Hospital, by a person authorized by the sponsor or groups xxxxx as well as by the sponsor’s xxx representatives. These people and groups are obliged to respect your privacy. 

For safety purposes, and in order to communicate information that is required in order to protect your well-being, the principal researcher of this study will keep separate from the research documents your personal information including your name, contact information, the date your participation in the study began and when it ended for the period of one year after the end of the study.  None of the information collected from this register will be for research purposes and all information will be destroyed after 12 months following the end of your participation in this study.

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 so that the quality of the research study is protected. 

Costs and compensation:
In this section:

· Describe reimbursement for transportation and parking, as well as procedures required to obtain this reimbursement (for example the submission of receipts).  
· Specify, if applicable, the amount per visit that participant will receive. 
· State whether experimental drugs and procedures will be provided free of charge. 
· Describe any costs that participants can expect to incur because of their participation in the research.    

Any study drug that is not covered by the provincial health care plan should be provided free of charge.  In some cases where the study involves drugs that are covered by the usual provincial health care plan but that are not provided free of charge by the sponsor, it should be indicated that participants may still have to pay part of their cost, as it is usually the case in Québec for any medication administered as part of standard of care.

You will not be paid for your participation in this study.  There will be no costs to you for participating in this study.  The drug(s) and research procedures will be provided to you free of charge.

Marketing Possibilities:

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.
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.

Compensation in case of injury:  
Inform participants whether they will receive compensation from the sponsor in case of injury or other loss.  The clauses must be written to reflect Québec and Canadian realities and regulations.
In Québec one cannot limit by contract one’s own liability: “A person may not exclude or limit his liability for material injury caused to another through an intentional or gross fault; a gross fault is a fault which shows gross recklessness, gross carelessness or gross negligence.” (Civil Code of Québec, 1991, c. 64, a. 1474)

The JGH does not accept that there must be a direct link between the injury and the study drug/procedure.  The problem with the word “direct” (or directly”) in the compensation clause is that it can mislead the participant, to incorrectly conclude that if the injury is not directly related to his/her participation in the study, then he/she cannot seek compensation. This interpretation is incorrect, because the Civil Code of Québec states that the causal relation between the injury and the participation in the study does not have to be qualified as a "direct" relation; a relation is sufficient 
Only one of the three suggested wordings below should be used:
A. If you suffer an injury as a result of participating in the study, necessary medical treatment will be available at no additional cost to you. Unless required by law, compensation for such things as lost wages, disability or discomfort due to such an injury will not be offered. However, by signing this consent form you do not give up any of your legal rights (including the right to seek compensation for an injury resulting from your participation in the study) nor relieve the sponsor, institution and investigator from their professional and legal responsibilities.
-----------------------------------------------------------
B. If you suffer an injury as a result of participating in this study, necessary medical treatment will be available at no additional cost to you.  Even in cases where the sponsor would have no legal obligation to do so, this sponsor has agreed to cover all medical expenses necessary to treat such study injury that are not covered for by your provincial health care plan or other insurances. Unless required by law, compensation for such things as lost wages, disability or discomfort due to such an injury will not be offered. However, by signing this consent form you do not give up any of your legal rights (including the right to seek compensation for an injury resulting from your participation in the study) nor relieve the sponsor, institution and investigator from their professional and legal responsibilities.
------------------------------------------------------------
C. If you suffer an injury as a result of participating in the study, necessary medical treatment will be available.  Unless required by law, the sponsor will not pay for expenses that might not be covered by the provincial health care plan or your private insurance health plan. Compensation for such things as lost wages, disability or discomfort due to such an injury will not be offered. However, by signing this consent form you do not give up any of your legal rights (including the right to seek compensation for an injury resulting from your participation in the study) nor relieve the sponsor, institution and investigator from their professional and legal responsibilities. 
Investigator Compensation 

For studies funded by private industry:

The Jewish General Hospital is receiving compensation from the study sponsor to conduct this study.  The amount of this payment is sufficient to cover the costs of conducting the study.  These funds are being deposited in a research and development account.

For studies funded by a granting agency:

The researcher in charge of this study is receiving funding (money) from a Granting Agency, XX, to carry out this research.  The funds are being deposited in to research and development account.

Contact information or questions:

If you have any 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 (name of study doctor) at (phone number). 
For any questions 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 Jewish General Hospital’s Local Commissioner of Complaints & Quality of Services, Rosemary Steinberg, at (514) 340-8222 ext. 5833.
Statement of Consent:

If the statement of consent does not fit on one page, each page must be clearly identified using the following:
STATEMENT OF CONSENT
Insert the title of the study
The statement of consent page(s) must be signed and dated by the participant and by the person who obtained consent. A space (2”X2”) must be left somewhere on the signature page(s) for the REC approval stamp. The stamped, approved copy of the consent form must be used.
I have read the above information and my questions were answered to my satisfaction. A copy of this signed consent form will be given to me. My participation is voluntary and I can withdraw from the study at any time without giving reasons, without it affecting my medical care now or later. I do not give up any of my legal rights by signing this consent form. I agree to participate in this study.
I agree that my family doctor will be told about my participation in this research (please circle one and initial):


YES   
 NO    
INITIALS  
Name of Family Doctor:____________________________________

Research Directives (to be used only on the advice of the REC):
The use of research directives respects the right of individuals to express their preference regarding participation in research and respects privacy by allowing individuals to control information about themselves and materials from their bodies.  Research directives may also be used for participants who have capacity when research is initiated but lose capacity during research. (TCPS2, a. 3.11)
If I become incapacitated at a future time, or upon my death, my wishes are the following:

(This information should be discussed with your authorized representative (as named by the court) or your family members.) 

Keep my information / sample(s) in the study as 
described in this consent form (please circle one and initial):

YES    NO 
  INITIALS
Signature: _______________________________________________________Date:_____________________
Name of Participant: _______________________________________________
Consent form administered and explained in person by:

Signature:_______________________________________________________Date:______________________
Name of Investigator:  __________________________________________________
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