BEHAVIOURAL CONSENT FORM GUIDELINES
Overview

All supporting documents, including consent forms, should be written with the intended audience in mind. The guidelines below describe the required content and provide typical wording for consent forms. Please do not copy verbatim, but edit the language for suitability. 

All information required by invitees to make an informed decision about their participation should be included in the informed consent form. 

Any changes to the consent form must be approved by the Research Ethics Board before the research begins or continues. 
Open Access

Researchers may be required to make their data publically available at the time of publication. This requirement is coming both from funders such as the Tri-Councils and journals – which may decline to publish papers unless the data is publically accessible. See X. OPEN ACCESS below for details.
Writing style

a. Avoid technical terms and jargon if a plain language explanation is available. Try to achieve a readability score at the grade 7 level. You can display the Flesch-Kincaid Grade Level Score in Word files. For instructions, see: https://support.office.com/en-us/article/Test-your-document-s-readability-85b4969e-e80a-4777-8dd3-f7fc3c8b3fd2. 

b. Use acronyms sparingly and write in full on each page when first used (followed by the acronym in brackets).

c. Use the second person (“you” rather than “I”) when referring to invitees. 

Formatting
a. Type size should be a minimum 12-point font. Use a 13- or 14-point size if the majority of readers are seniors.

b. Insert departmental or institutional details (full title and mailing address) and the UBC logo at the top of the first page. See more details below. 

c. The use of headings, small paragraphs and ample white space between paragraphs will improve readability. 
Footers

a. Include page numbers in the footer of each page: e.g., 1 of 3, 2 of 3, 3 of 3.

b. Include a version date in the footer of each page. The version date will need to match the date entered on page 9 of the RISe application. 

c. The BREB now requires that the Ethics ID # (HXX-XXXXX) be included in the footer of all consent forms. Do not include other references to review and approval by the Research Ethics Board in consent or other supporting documents, as this statement may unduly influence invitees in making an informed, objective decision regarding their participation in the study. 
Header and document title
	[image: image1.png]



	UBC Department Letterhead and Hospital Letterhead

If the Principal Investigator is an employee of an affiliated teaching hospital, the hospital letterhead is appropriate. Otherwise, use the PI’s departmental letterhead. 
If this is a multi-site study, use the letterhead of the UBC investigator who is sending the letter or obtaining consent from the local participants.

All other investigators should be identified in the body of the document by Department and Institution.

	Identify the document as a “Consent Form.”

If the study involves multiple consent and/or assent forms, also indicate the intended audience for each form (e.g. Consent Form for Parents, Consent Form for Youth). 

Include the Title of Study as it appears in the ethics application (Box 1.7). 


	I. STUDY TEAM

(Sample heading: Who is conducting the study?)
Principal Investigator: Be sure that 'Principal' is not misspelled 'Principle'. 

Include the Principal Investigator’s Name, UBC or Hospital Department, and contact telephone number. 

Graduate and undergraduate students and medical residents must include the name and telephone number of their Faculty Advisor as the Principal Investigator.

Co-Investigator(s): Name, UBC/Hospital Department, Institution, and contact telephone number. UBC students should identify themselves as such and include the degree and Department. 

If the research is for a graduate degree, a statement to this effect must be included. Also clearly indicate whether the research will form part of a thesis (public document) or graduating essay (semi-public document). Participants must be informed of how the research data will be used and who will have access.


	II. SPONSOR (if applicable)
(Sample heading: Who is funding this study?)

Name all agencies contributing funds [including grants-in-aid], resources and other products to the study. 

Sample wording

· The study is being conducted/funded by the [name of research group, e.g. VCHRI/industry funder/granting agency].
If applicable, include the following:

A statement of any actual or potential conflicts of interest with respect to remuneration received from the funding agency for conducting or being involved with any part of the study. 


	III. INVITATION AND STUDY PURPOSE 

(Sample headings: Why should you take part in this study? Why are we doing this study?)
Explain in lay terms the purpose of the study and why invitees are being asked to participate. 
Sample wording
· You are being invited to take part in this research study because [describe the characteristics of the sample population being recruited or the inclusion criteria]
· We want to learn more about how to help people who have/are [XXX]. This study will help us learn more about [XXX]. We are inviting people like you who have [XXX] to help us.
· We are doing this study to learn more about [XXX].


	IV. STUDY PROCEDURES 

(Sample headings: What happens if you say “Yes, I want to be in the study”? What happens to you in the study? How is the study done?)
Explain in lay terms what will happen to people if they participate in the study. Describe the total amount of time required if they participate in the research.

	Sample wording
If you say 'Yes’, here is how we will do the study:

· We will ask you about [XXX]

· We will give you a form with questions to answer about [XXX]
· If you decide to take part in this research study, here are the tests and procedures we will do: At the beginning of the study.… During the study.… At the end of the study….

	If applicable, include the following:

· If the study involves a control group, describe terms such as randomization (how it will be done – e.g. flip of a coin?).

· Describe how many sessions or visits, amount of time required for each visit, amount of time required for interviews/questionnaires, etc.

· If the study takes place in a school and involves the use of class time, include a description of what students whose parents decline participation will do during the time that the other students are involved with the study.

· If the study involves analysis of tests or activities that are a part of a regular class routine, then explain that the results of those who do not participate will not be included in the research.

· If the study involves captive populations (e.g. students, employees, inmates, in-patients), explain how they opt in and out of the study. 

· If the study involves participatory action research, describe how the research process will unfold and what will be expected of participants in the research process.
· If the study involves behavioural therapy, describe what alternative treatment options are available to the participant outside of the research project.

· If audio or video recording is involved, include a statement to that effect. See notes under VIII. Confidentiality for additional details needed. 

· If the study involves an online survey, describe under Confidentiality the location of the survey company’s server and include a description of any associated limits to confidentiality. See Guidance Note 5.4.7.


	V. STUDY RESULTS

Describe how the study results will be disseminated.

	Sample wording

· The results of this study will be reported in a graduate thesis and may also be published in journal articles and books.
· The main study findings will be published in academic journal articles.

	If applicable, include the following:

If the investigators can provide the participant with the results of the study, describe how this will be accomplished; for example, include an option on the consent form to provide a mailing/email address for a report on the findings, or provide website details if study results will be made available online.


	VI. POTENTIAL RISKS OF THE STUDY 

(Sample heading: Is there any way being in this study could be bad for you?)
Describe all known risks (e.g., psychological, cultural, privacy, confidentiality), and a description of the procedures in place to minimize risks or to provide counselling or referral for those in distress. See Guidance Note 6.3. 

	Sample wording

· We do not think there is anything in the study that could harm you or be bad for you. Some of the questions we ask might upset you. Please let one of the study staff know if you have any concerns.
E.g. Risk of sensitive questions

· Some of the questions we ask may seem sensitive or personal. You do not have to answer any question if you do not want to”.


	VII. POTENTIAL BENEFITS OF THE STUDY 

(Sample headings: Will being in this study help you in any way? What are the benefits of participating?)

Describe the possible benefits, if any, to the participant. If there are any anticipated benefits to society or to a specific group describe this in a separate statement. 

	Sample Wording

· You may be helped in this study by...
· We do not think taking part in this study will help you. However, in the future, others may benefit from what we learn in this study.


	VIII. CONFIDENTIALITY

(Sample heading: How will your identity be protected? How will your privacy be maintained? Measures to maintain confidentiality)

If you are planning to disclose the identity of study participants, this should be explained, along with how you will protect those who do not wish to have their identities disclosed. Otherwise, include an assurance that the participant’s identity will be kept confidential.
· If audio or video recording is being used, describe how you will ensure the confidentiality of the recordings and who will have access to them. The eventual fate of the recordings must also be disclosed (i.e., where and for how long they will be stored and whether they will be destroyed, any plans for secondary use).

· If video recording is involved, specify what will be captured on the video and explain that those not participating will not be recorded.

	Sample Wording

· Your confidentiality will be respected. Information that discloses your identity will not be released without your consent, unless required by law. (See Section IX. Limits of Confidentiality below.) 
· All documents will be identified only by code number and kept in a locked filing cabinet. Participants will not be identified by name in any reports of the completed study. 

	If applicable, include the following:

· If data records are kept on a computer hard disk, describe how the security of the computer record will be maintained. Note: Do not say that the information will be kept confidential, since it will be published.
· If the study involves focus groups, it should be noted that only limited confidentiality can be offered. For example, include a sentence that says something like, “We encourage participants not to discuss the content of the focus group to people outside the group; however, we can’t control what participants do with the information discussed.”


	IX. LIMITS OF CONFIDENTIALITY
In circumstances where the study is likely to facilitate the disclosure of behaviours or actions where there are legal limits to confidentiality, a more detailed statement regarding these limits will need to be provided. See the Guidance Notes for 8.3.3 Reportable Offences for further details: https://ethics.research.ubc.ca/behavioural-research-ethics/breb-guidance-notes/guidance-notes-behavioural-application).
Sample Wording

· If the research involves children, please include a statement such as “At any point in the study, if the researcher becomes aware that there has been abuse and/or neglect of a child (or that there is a risk of such occurring in the future) please be advised that the researcher must, by law, report this information to the appropriate authorities.” 
· If the research involves incapacitated adults, please consider including a statement such as “At any point in the study, where there is information that an incapacitated adult is abused or neglected and is unable to seek support or assistance, the researcher may report the circumstances to a designated agency.”


	X. Open Access

If you intend to make your research data publicly available, please add: 

· A statement about the potential for future use and what that means in the context of the research.

· A statement about the nature of the data that will be publicly available, e.g. de-identified. Provide terms and definitions in simple language.

· A statement indicating that once the data are made publicly available, the participant will not be able to withdraw their data. 

· Also include an acknowledgement if making the data public has the potential for increasing participant risk.


	XI. PAYMENT
(Sample heading: Will you be paid for your time/ taking part in this research study?)

Payments, financial or otherwise, should be clearly outlined in the consent form. 
Remuneration or compensation should not be dependent on completion of the project, but can be pro-rated for those that withdraw before completion.

	Sample Wording

· We will not pay you for the time you take to be in this study.

· We will not pay you for the time you take to be in this study. However, we will reimburse you for the cost of your [bus or taxi fare, childcare, parking]. 

	If applicable, include the following:

· If course credit is available to University students, explain the process.


	XII. CONTACT FOR INFORMATION ABOUT THE STUDY 

(Sample heading: Who can you contact if you have questions about the study?)
Include an offer to answer any inquiries concerning the procedures to ensure that they are fully understood by the participant

	Sample Wording

· If you have any questions or concerns about what we are asking of you, please contact the study leader or one of the study staff. The names and telephone numbers are listed at the top of the first page of this form. 


	XIII. CONTACT FOR COMPLAINTS 

Please keep this section separate from contact information for the research team. 
(Sample heading: Who can you contact if you have complaints or concerns about the study?)

	Required Wording (UBC Vancouver)
If you have any concerns or complaints about your rights as a research participant and/or your experiences while participating in this study, contact the Research Participant Complaint Line in the UBC Office of Research Ethics at 604-822-8598 or if long distance e-mail RSIL@ors.ubc.ca or call toll free 1-877-822-8598.
Required Wording (UBC Okanagan)
If you have any concerns or complaints about your rights as a research participant and/or your experiences while participating in this study, contact the Research Participant Complaint Line in the UBC Office of Research Ethics toll free at 1-877-822-8598 or the UBC Okanagan Research Services Office at 250-807-8832. It is also possible to contact the Research Complaint Line by email (RSIL@ors.ubc.ca ). 


	IX. PARTICIPANT CONSENT AND SIGNATURE

	Sample Wording

· Taking part in this study is entirely up to you. You have the right to refuse to participate in this study. If you decide to take part, you may choose to pull out of the study at any time without giving a reason and without any negative impact on your [insert as appropriate:, employment, class standing, access to further services from the community centre, day care, etc.].
· Your signature below indicates that you have received a copy of this consent form for your own records.

· Your signature indicates that you consent to participate in this study. 
____________________________________________________

Participant Signature
Date

(or Parent or Guardian Signature)

____________________________________________________

Printed Name of the Participant (or Parent or Guardian) signing above

If the study is limited to a questionnaire, it is not necessary for the participant to sign the consent form. Instead, the consent information should be provided in a document preceding the survey, ending with a sentence such as: “If the questionnaire is completed, it will be assumed that consent has been given.” For further details, please see https://ethics.research.ubc.ca/sites/ore.ubc.ca/files/documents/Online_Survey-GN.pdf. 
The signature of a witness is not required for social science and behavioural research. 

The statement “By law, this data cannot be destroyed” only applies to medical data collected in a clinical trial. If you include this statement, you will be asked to remove it.
If applicable, include the following:
· On parental consent forms include a statement of choice, for example: “I consent/I do not consent (circle one) to my child’s participation in the study.”

· Parents must be provided with a copy of the parental consent form. It is acceptable to include a separate section for signatures so that they may return the signature section and keep the information contained in the consent form for their own records.
· Hospital Ethics Boards: If you are using an interpreter, a line for the interpreter’s name and signature is required.
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