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Consent/Assent Form Template

PREAMBLE
It is important that research participants provide voluntary, informed, and ongoing consent. This means that participants must understand and agree to what will happen to them as a participant before they begin participation. They must understand the risk and benefits of the research. Your consent and/or assent forms must provide specific information. These sample forms and instructions are to help guide you in the development of your consent/assent documentation. The Tri-Council Policy Statement (TCPS) discusses the consent process in Chapter 3. See http://www.pre.ethics.gc.ca/eng/policy-politique/initiatives/tcps2-eptc2/chapter3-chapitre3/.
Key Points to Consider:
Consent forms should be in accessible language. One of the most common reasons for delay of REB approval is an inadequate consent agreement. The consent agreement is a statement addressed to the participant, worded in the second person (“you”). It should be written at a grade 6-8 reading level, in language that participants can easily understand (e.g., no technical terms; clear and direct sentence structure; no extraneous information; translations provided for non‑English-speaking participants). 
Consent must be voluntary. Researchers should be aware of situations where undue influence, 
coercion, or incentives might undermine the voluntariness of participants’ consent. Special care should be taken in circumstances where researchers and participants have relationships outside of the research study, particularly when there is a power imbalance. These types of relationships can include employees and employers, teachers and students, correctional officers and prisoners, physicians/counsellors and patients, and researchers recruiting family/friends. Such situations can present undue influence or manipulation whereby participants may feel obligated to participate or judged for not participating. If you have such a relationship with a potential participant, your protocol will need to demonstrate how you will ensure that there is no undue influence. In all cases, the consent form should clearly indicate that participation in the study is voluntary and that decisions regarding whether or not to participate will not affect any individual’s relationship with the parties involved in the research.
The consent form must provide full disclosure for consent to be “informed.” Certain information relevant to your study must be relayed for participants to decide whether or not to participate. The following templates contain headings to help you organize your consent/assent forms. Some sections are optional and may not apply to your research; these sections are clearly identified and may be deleted if they do not apply. Please complete all other sections on the template.
Consent shall come before any collection of data or access to research data. This does not apply when researchers consult prospective participants about their research design, as we often see in community-based research or research involving First Nations, Inuit, and Métis people. 
Participants who lack capacity to consent must still assent to participation. Assent forms are used when a participant lacks full capacity to understand the research and therefore cannot provide fully informed consent. This is sometimes done in the case of children, whose ability to consent is determined not by their age but by their ability to understand the research and its risks and benefits. Some factors that determine whether child consent is adequate or whether consent of a third party is required include the nature of the research, research setting, level of risk, provincial legislation, and other legal requirements. Even if a third party agrees to their participation, those lacking capacity must also be able to express their assent or dissent to participate. Article 3.9 of the TCPS addresses research involving those who lack the capacity to consent. See also http://www.pre.ethics.gc.ca/eng/policy-politique/interpretations/consent-consentement/.
INSTRUCTIONS FOR COMPLETING THE CONSENT/ASSENT FORM 
The template on the following page provides instructions for you to complete the form. Instructions are identified by blue text in square brackets. Please remove these instructions once you have completed the section. The template also contains suggested wording that is not in blue text or square brackets. You can modify this wording if you desire. 
References are provided for each section throughout the template to the relevant articles in the Tri-Council Policy Statement, identified in green text in square brackets (e.g., “[TCPS2 Article 3.2(a)]). See www.pre.ethics.gc.ca for specific discussion of each article. Please remove these references before submitting your consent/assent form. 
Ensure that your consent/assent form is carefully edited and includes page numbers on all pages.
Please proofread your consent/assent form and remove all blue and green instructional text before submitting it for REB approval.
[Insert university letterhead or logo here, as well as all partner logos. Ensure that they appear at the correct resolution/aspect ratio.]
Ryerson University
Consent Agreement
You are being invited to participate in a research study.  Please read this consent form so that you understand what your participation will involve.  Before you consent to participate, please ask any questions to be sure you understand what your participation will involve. [TCPS2 Article 3.2(a)]
[INSERT TITLE OF THE STUDY] [If the study involves using different consent forms for different populations, identify the population group as the subtitle of the study.]
INVESTIGATORS: This research study is being conducted by [insert names of all investigators - faculty, student, and other. Students must include the name of their supervisor], from [insert department affiliation] at Ryerson University.
This study is funded by [insert sponsoring agency/organization or delete if not applicable].
[As per, Article 3.2(e) of the TCPS, if there is a possibility of commercialization of the research findings and the presence of any real or perceived conflict of interest on the part of the researchers, institutions or sponsors this shall be clearly stated.]
If you have any questions or concerns about the research, please feel free to contact [insert contact persons’ names, addresses, Ryerson email address and Ryerson phone number. Please do not include personal cell phone or home numbers].  
PURPOSE OF THE STUDY: [TCPS2 Article 3.2(b)] [Please state what the study is designed to assess, explore, or establish in lay terms, avoiding technical terms or jargon. Language used should be at a grade 6 to 8 comprehension level. State the number of participants being recruited for this study and the eligibility and ineligibility criteria used to identify prospective participants. If this research is being completed by a graduate student in partial completion of your degree, please indicate that the results will contribute to senior project, thesis, or dissertation.] 
What you Will Be Asked to Do [or] What Participation MeanS: If you volunteer to participate in this study, you will be asked to do the following things:
[Describe the procedures chronologically using simple language, short sentences and short paragraphs, or bullet points. Use subheadings to help organize this section and increase readability. Medical and scientific terms should be defined and explained. Indicate the location where the research will be conducted and the expected duration of the participant’s involvement. Please be specific regarding the amount of time participation will require. For example, if participants will be expected to attend a Ryerson clinic for six visits, inform them of this as well as the amount of time each visit will require. If the participant will be asked to complete a questionnaire or interview, describe the types of questions that he/she will be asked to answer and how long it is likely to take. We strongly recommend that you include one or two sample questions. Provide clear information about any demographic data that will be collected. Include a statement of whether or not research findings will be available to participants and how/where they will be made available to participants.]
Potential Benefits: [TCPS2 Article 3.2(c)] [Describe potential benefits participants may expect from the research and state the potential benefits, if any, to science or society expected from the research. Please ensure you do not overstate the benefits (i.e., change of policy particularly with small sample size research and no broad dissemination plans). If you cannot guarantee benefits to the participant please include the following statement:]
I cannot guarantee, however, that you will receive any benefits from participating in this study.
What are the Potential Risks to you as a Participant:  [Do NOT state that there are no potential risks or harms involved in your study. If potential risks are very low, you may simply state that and then detail the possible risks. Provide a brief description of any risks or discomforts the participant might encounter as a result of participation. A description of provisions you have made to address these risks or discomforts is required. For example, because of the personal nature of the questions asked, a participant may reflect on unpleasant memories while responding to a questionnaire or interview. The subject should be informed of the potential for discomfort and told that if he/she begins to feel uncomfortable, he/she may skip answering a question or stop participation, either temporarily or permanently. See Appendix B below for the additional cautions to be provided to inform participants in clinical trials.]
If there are any potential rare but possibly catastrophic effects that the participant may experience, these should be stated. Additionally, if there are significant physical or psychological risks to participants that might cause the researcher to terminate the study, please describe them.] [TCPS2 Article 3.2(c)]
Confidentiality: [Describe the extent, if any, to which confidentiality of records identifying participants will be maintained and the measures adopted to maintain that confidentiality. State whether pseudonyms will be assigned and if/how participants can indicate their preference of whether or not their real name is used in published material. If the latter is an option, please include a check-box on the signatory page for participants to opt in or out.
Provide information on length of retention and security of identified data. If information will be released to any other party for any reason, state the agency/person to which the information will be furnished, the nature of the information, and the purpose of the disclosure. If there is the potential that participants will disclose information that would require you to report to legal authorities, this must be clearly stated (i.e., duty to report child abuse, professional duties to report, etc.).
If participants are to be audio- or video-recorded, describe the participant’s right to review/edit the recordings or transcripts. Describe how the recording will be stored, who will have access to the raw and transcribed recordings, if the recordings will be used for educational purposes, and when they will be destroyed.  If participants are to be audio- or video-recorded, the consent process must include a check box or extra signature line on the consent agreement or be included on a separate consent statement.]
Incentives for Participation: [Incentives are described in Article 3.2 of the TCPS. Incentives are monetary or other benefits that encourage participation. If an incentive is offered to participants, describe what is being offered. If there are pro-rated amounts based on different phases or tasks of the research, this must be clearly stated. Do not offer an hourly rate for the incentive. If payment is in the form of a lottery or draw, state the probability of winning and how winners will be notified. If the participant chooses to stop participation (described below under Voluntary Participation and Withdrawal), the full lump sum or pro-rated amount must be given to the participant whether or not they complete the research. If an incentive is not offered, state that the participant will not be paid to participate in this study.] [TCPS2 Article 3.2(j)]
Costs to Participation: [If there are costs associated with participation (e.g., tests, office visits, parking, child care, etc.), specify, in detail, the extent of these costs. If there are costs to the participant, you are encouraged to offer reimbursement. If you are providing reimbursement of these costs, please note reimbursements in this section. Reimbursements are not incentives; reimbursements are for costs directly related to participation. This does not necessarily include a reimbursement for someone’s time.] [TCPS2 Article 3.2(j)]
Compensation for Injury: [As per Article 3.2(k) of the TCPS, by consenting to research, participants have not waived any rights to legal recourse in the event of research-related harm. If your research involves greater than minimal risk, please outline the compensation for injury. See Appendix B for injury covered and not covered by the study. If this does not apply to your research, simply remove this section or include the following sentence:] 
By agreeing to participate in this research, you are not giving up or waiving any legal right in the event that you are harmed during the research.
Voluntary Participation and Withdrawal: [Participants must be informed that their participation is entirely voluntary. They must be told that they do not have to answer every question or complete all aspects of the research. If your research involves an online survey or task, there must be an option for complete withdrawal whereby the data entered by the participant up to that point is NOT included in the analysis. If this is not possible, it must be clearly stated in the consent form. Can a participant’s data be removed from the study after the fact? If so, please provide a cut-off date for data to not be used. Participants must be told they can stop participating at any time and that if they choose to stop they will still receive the full incentive (if pro-rated based on phases, participants are entitled to that pro-rated amount) and reimbursements. Participants must be told that withdrawal from the study will not influence future relations with the researchers, Ryerson, and any other institutions/partners. A sample text follows. Please note the text may not be applicable to all types of research (e.g., studies not involving questions).] [TCPS2 Article 3.2(d)]
Participation in this study is completely voluntary. You can choose whether to be in this study or not. If any question makes you uncomfortable, you can skip that question. You may stop participating at any time and you will still be given the incentives and reimbursements described above. If you choose to stop participating, you may also choose to not have your data included in the study. Your choice of whether or not to participate will not influence your future relations with Ryerson University [and/or other institutions/partners of the research] or the investigators [please include names] involved in the research.   
[If appropriate, describe the anticipated circumstances under which the participant’s involvement may be terminated by the investigator without regard to the participant’s consent.]
Questions about the Study: If you have any questions about the research now, please ask. If you have questions later about the research, you may contact.
[Insert contact name of primary investigator and/or other investigators, title, address, Ryerson phone number and email address. Do not provide personal/home numbers or addresses. Students should include their research supervisors as contacts.]
This study has been reviewed by the Ryerson University Research Ethics Board. If you have questions regarding your rights as a participant in this study please contact:
Research Ethics Board
c/o Office of the Vice President, Research and Innovation
Ryerson University
350 Victoria Street
Toronto, ON M5B 2K3
416-979-5042
rebchair@ryerson.ca
[INSERT TITLE OF PROJECT]
CONFIRMATION OF AGREEMENT:
[As per Article 3.12 of the TCPS, consent needs to be documented either in a signed consent form or in documentation by the researcher of another appropriate means of consent. Signed consent is also mandatory in some cases (e.g., Health Canada regulations and Civil Code of Quebec).
[As per Article 3.2 (k), research participants must be informed that by signing the consent form participants are not waiving any legal rights in the event of research-related harm.]
Your signature below indicates that you have read the information in this agreement and have had a chance to ask any questions you have about the study. Your signature also indicates that you agree to participate in the study and have been told that you can change your mind and withdraw your consent to participate at any time. You have been given a copy of this agreement. 
You have been told that by signing this consent agreement you are not giving up any of your legal rights.
____________________________________ 
Name of Participant (please print)
 _____________________________________ 
__________________
Signature of Participant 



Date
[If the participants are being audio- or video- recorded, there should be a separate consent statement about this and an additional signature line or check box inserted here.]
I agree to be [audio-/video-recorded] for the purposes of this study. I understand how these recordings will be stored and destroyed.

 _____________________________________ 
__________________
Signature of Participant 



Date
[NOTE:  If this consent agreement is being developed to obtain parental or third-party permission, the signature line should be labeled “Parent/guardian of Participant - Third Party or Legal Representative.” In addition, include a line that would be used by the parent/guardian to indicate the name of the child for whom they are giving permission. Remove this signature line if not applicable to your study.]
_______________________________________________ 
_________________
Signature of Participant or Parent/Guardian



Date
____________________________________
Name of Child (print) if applicable
Appendix A

Assent Agreement (Template) 
Note to Investigators: If children without the capacity to consent on their own will be included in the study, an assent agreement is necessary. A written assent agreement is used to inform the child of the study using age appropriate language so he/she can determine whether or not to participate in the research. If the child is not yet able to read, procedures may be use to present the information verbally to obtain verbal assent. 
Assent must usually be accompanied by parental consent, but may be obtained without parental consent depending upon the nature of the study [minimal risk only, non-medical, non-therapeutic] and the age level of the child [older adolescents]. Any research involving therapeutic or medical or invasive testing or clinical trials with children as research subjects should not be undertaken without the informed written consent of the parent(s) or guardian(s).
 The structure of an assent agreement includes:
1. a heading;
2. a title;
3. a description of the purpose, procedures and other information contained in the related parental consent form but in simpler language; 
4. a description of what the child will be asked to do and how long he/she will be involved;
5. a description of how the child might indicate they no longer want to participate;
6. age-appropriate level of language that can be understood by the targeted age group.
Appendix B
Information Regarding Clinical Trials
Note to Investigators: Following is additional information to include if your study involves more than minimal risk (primarily for clinical trials).
There must be a statement as to whether any medical treatments are available if injury occurs and, if so, what treatment is available and where further information can be obtained.
Sample Statement (if injury is not covered by the study [primarily for clinical trials])
It is unlikely that participation in this research will result in harm to participants. If any complications arise, we will assist you in obtaining appropriate attention. If you need treatment or hospitalization as a result of being in this study, you are responsible for payment of the cost for that care. If you have insurance, you may bill your insurance company. You will have to pay any costs not covered by your insurance. Ryerson University will not pay for any care, lost wages, or provide other financial compensation.
Sample Statement  (if injury is covered by the study)
It is unlikely that participation in this research will result in harm to participants. If you need any treatment or hospitalization as a result of being in this study, all reasonable and customary medical expenses, above what your insurance will cover, will be paid by [note signing authority], as long as: you have notified the investigator immediately of the injury, you have followed all of the directions of the study investigator, you have followed medical advice regarding the injury, and you have not deliberately caused the injury.
In addition, As per Article 3.2 (k), in clinical trials, information on stopping rules and when researchers may remove participants from trial must be included in the consent form.
Appendix C
Additional Information to be Included in Consent/Assent Forms for Studies Involving Personal Health Information (as required by the Personal Health Information Protection Act, which came into force on November 1, 2004):
(pursuant to Ontario Personal Health Information Protection Act, 2004)

Under the Personal Health Information Protection Act, 2004, the following information must be provided to the Research Ethics Board when requesting approval of research studies involving the collection, use and disclosure of personal health information.

The act defines personal health information as follows (s. 4):

“Personal Health Information” means identifying information about an individual in oral or recorded form, if the information,

a) relates to the physical or mental health of the individual including information that consists of the health history of the individual’s family,

b) relates to the providing of health care to the individual to the individual, including the identification of a person as a provider of health care to the individual,

c) is a plan of service within the meaning of the Long-Term Care Act, 1994 for the individual,

d) relates to payments or eligibility for health care in respect of the individual,

e) relates to the donation by the individual of any body part or bodily substance of the individual or is derived from the testing or examination of any such body part or bodily substance,

f) is the individual’s health number, or

g) identifies an individual’s substitute decision-maker.

“Identifying Information” means information that identifies an individual or for which it is reasonably foreseeable in the circumstances that it could be utilized, either alone or with other information, to identify an individual.

1. Describe all persons who will be involved in the research, including his or her roles in relation to the research, and his or her related qualifications.  Please provide information regarding who will have access to the personal health information (as described above), and why this person’s access to personal health information is necessary. 

2. Describe the anticipated public or scientific benefit of this study.

3. Describe all personal health information required to be collected and from which potential sources.

4. Provide a blank copy of all data collection sheets or Case Report Forms to be used during the research study.

5. Justify why the research cannot reasonably be accomplished without using personal health information

6. Describe how the personal health information will be used in the research.

7. If the personal health information is to be linked to other information:

· provide details of all linkages to be made

· explain how the linkages will be made

· describe the information to which it will be linked

· explain why these linkages are required.

8. When the researcher proposes to obtain personal health information without obtaining consent from the person, justify why consent is not being sought. 

9. Describe how long personal health information will be retained in an identifiable form and why.

10. Describe the reasonably foreseeable harms and benefits that may arise from the use of personal health information, and how the researcher intends to address those harms.

11. Describe how and when the personal health information will be disposed of or returned to the health information custodian.

12. Has the researcher applied for the approval of another Research Ethics Board and, if so, please provide the response to, or status of the application.  

Describe whether the researcher’s interest in the disclosure of the personal health information or the performance of the research would likely result in an actual or perceived conflict of interest with other duties of the researcher.


