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Project Title: [Insert Full Project Title Here]
Researchers:
· Principal Investigator: [Name, Affiliation, Contact Information (Email, Phone)]
· Co-Investigator(s) (if applicable): [Name(s), Affiliation(s), Contact Information (Email, Phone)]
· Students/Residents: [Name, Affiliation, Contact Information (Email, Phone)]
If applicable, include an identification of the study’s funder: Funder: This study has been funded by [Name of Funding Body]
If some or all of the participants may lack full capacity to provide informed consent on their own behalf, include the following wording: If you are the parent, legal guardian, or authorized representative of an individual being invited to take part in this study, you may need to provide informed consent on their behalf. The words “you” and “your” in this document always refer to the participant in the study.

Invitation to Participate
You are invited to participate in our research study. This form provides information about the study. Please read it carefully and ask us any questions you have before deciding whether to participate. Your participation is voluntary.
Purpose of the Research
The purpose of this study is to [briefly and clearly state the research question(s) and objectives in plain language, avoiding jargon and technical terms].
Procedures
Include a brief and clear description of how you will collect the data from the participants. The description should include how many sessions, frequency (if relevant), how long each session will be, the location of the session, and how many participants will attend (if a group activity).

Examples:

· If you agree to participate, you will be invited to attend a single individual interview. The interview will be about one hour long and will be in an empty classroom on the USask campus.

· If you agree to participate, you will be invited to attend a single focus group. The focus group session will be about 90 minutes long and will be online via Webex. We expect there to be 8 participants for the session.

· If you agree to participate, you will be invited to attend six workshops over six weeks. Each workshop will be about two hours long. We expect there to be 12 participants for each session.

If you intend to audio or video record the session, include one of the statements, depending on the type of data collection you intend to conduct: 
· Individual interview: We intend to [audio/video] record your session, but you can have the recording device turned off at any time without giving a reason. The recording of what you say will become the information we use to help answer our research question.
· Focus group: We intend to [audio/video] record your session.

If you intend to record the data collection session, you need to describe the process by which you will transcribe the recording, including who will perform the transcript, whether they will use an AI service to facilitate this process, how this may affect the confidentiality of their data, and, if a third party will conduct the transcription, that they will sign a confidentiality agreement.

Examples:

· [Name of team member who will transcribe] will use the recording to write out what you said.
· If you intend to use an AI supported transcription service: This team member will use [name of service] to help transcribe the recordings. 
· If the service will use the recording for internal (e.g., training their proprietary AI) or external (e.g., sharing with third parties) purposes, you must include a statement advising the participants of this. Such services should be avoided, if you are working with sensitive information and/or vulnerable participants. It’s also a good idea to give the participants the option of not having their recording transcribed by an AI. For example: This service uses an AI and will use the recording of your session to train that AI. It may also share your recording with others. You can view their privacy policy and user agreement here: [url]. If you don’t want this for any reason, please let us know and we will transcribe your recording by hand.
If participants will have the option to revise their transcript, include the following statement This option should be limited to data collection that occurs individually, such as a one-on-one interview, since giving group participants the option of revising their contributions may negatively affect or even obviate the contributions of other participants, which would not be fair to them:  You will have the option to review and change the written version of what you said. Once you receive the transcript, you will have [X] weeks to submit your revisions, after which it will be used as is.
Potential Risks
If there are no foreseeable risks, use the following statement: There are no known or anticipated risks to you associated with participation in this research.

If there are foreseeable and plausible risks, use the following statement: Participating in this study may involve some risks or discomforts. These include:
List all foreseeable and plausible risks or discomforts. Be realistic and comprehensive.
· Physical risks: e.g., fatigue, muscle soreness, mild discomfort from a procedure
· Psychological/Emotional risks: e.g., stress, anxiety, discomfort discussing sensitive topics, feeling embarrassed
· Social risks: e.g., breach of confidentiality, stigma, loss of privacy
· Other risks: e.g., financial, legal
Include a brief description of all measures taken to minimize/ameliorate the identified risks. For example: To minimize potential discomfort, you may take breaks at any time during the interview.
If there are plausible risks associated with participation, include the contact information for some support services. These should be free, readily accessible, and relevant to the participants. For minimal risk studies that are innocuous, the following should suffice: If you get upset because of this study, please contact 811, which offers free mental health advice and services. In an emergency, please call 911.

For studies that include higher risk activities and/or more vulnerable participants, please consider including additional services that meet the specific needs of the participant groups, including the following: If you have suicidal thoughts, please call or text 988, the Canadian Suicide Crisis Helpline. 
Potential Benefits
The description of the potential benefits should include direct benefits to the participants, if any, and broader/social benefits. If participants will not receive any direct benefits, this should be stated as well. For example: While the study should help us [description of benefit], you will not receive any direct benefit from participating in this study. 

You can request a lay-friendly summary of the findings by contacting a member of the research team.
Compensation: 
If participants will not receive any compensation or reimbursement, please remove this sub-section.

Any compensation that the participants may receive should be described here. The description should include the exact value and that participants will still receive it, even if they leave the study early. If participants will receive compensation for each session, the statement should also explicitly state this. For example: You will receive a $[value] gift-card for your time. You will get this, even if you leave early.
If, instead, participants can enter a draw, use the following: You can enter a draw to win one of [number of prizes] [dollar value and type of prize]. You can enter the draw, even if you leave early.
Confidentiality
We will do everything we can to ensure that no one will know that you participated. We will also ensure that only members of our team will have access to what you share. You will not be identifiable in any reports or publications. We will mostly combine your responses with others so that nothing specific about you will be presented. If we do use a direct quote from you, we will remove all identifying information to protect your identity.
If you intend to use a master-list, include the following statement: We will keep a master-list linking your identity to what you said. We will store the master-list separately from the data until we have completed our analysis of the data, after which we will destroy it.
Dissemination of the Results: 

Describe how you intend to disseminate your findings, e.g., academic publications, presentations at conference, reports to the funding agency, a summary on a website. For example: We intend to share our findings in academic journals and conferences.
Limits to Confidentiality: 
If not such limits exist, remove this sub-section.

For group-based data collection activities, such as focus groups, please include the following statement: Although we will respect the confidentiality of the group’s discussion, we cannot guarantee that all members of the group will do so too. Please do not share anything about this discussion outside the group, but be aware that others may not respect your confidentiality.

If the data collection will include video-recording, please include the following statement: We intend to video-record the session. This may limit your confidentiality, since it’s very difficult to de-identify videos. If the data collection will be online (e.g., Webex), please include the following statement: However, if you don’t want to be video-recorded, you can turn off your device’s camera at any time without giving a reason.

If the study will include online interaction and/or data collection, include the following: Because the sessions will occur online, we cannot guarantee the confidentiality of the discussion, due to the technical limitations of all online videoconference platforms. 

We will, however, do everything we can to safeguard the security and privacy of the online conversation.
· The service we are using should limit the routing of data to servers located within Canada. However, we cannot guarantee that the data won’t pass through or be stored on servers outside of Canada, in which case it would be subject to the laws and regulations of those jurisdictions, including potential access by foreign authorities. 
· We will conduct the session in a private location to which others will not have access; we recommend you do likewise
· We ask that you not make an unauthorized recording of the conversation. 
· [only for group sessions include] But please be aware that other participants may not refrain from this request.
If participants may plausibly describe the abuse or neglect of a minor, which you are legally required to report to the authorities, please include the following: If you talk about the abuse or neglect of a minor, we are legally required to report this to the authorities. 

If participants may plausibly describe illegal activities, please include the following: If the police or a judge demands a copy of what you say here, we may be required to give it. If you do want to discuss any illegal activities, please do so in a way that does not identify either you or others.
Right to Withdraw
Your participation in this study is voluntary. At any time, you can refuse to participate, or withdraw from the study, without giving a reason and without penalty. This means that your decision to participate or not will not affect benefits and services to which you are otherwise entitled, such as education, employment, and healthcare.
Explain what will happen if a participant chooses to withdraw the data collected from them up to the point of withdrawal. For example: 

· If you withdraw, any data collected from you up to that point will be destroyed immediately and not used in the study.

· If you withdraw, data collected from you up to that point will be retained and used, as it cannot be individually identified once collected.
· Specify if and how they can request destruction of their data after withdrawal (if applicable and feasible). If so, also include a deadline for withdrawal. This deadline should be either be an arbitrary date or relative to the participant’s participation. For example: You can withdraw your responses even after the session is over. To do so, please contact the researchers using the information at the top of this form within two weeks of your session. After that, we may no longer be able to withdraw your responses. 
Limits to the Withdrawal of Data: 
State any situations where you may not be able to withdraw all or some of the participant’s data, such as where it forms the context for another participant during a group discussion. If no such limitations exist, remove this sub-section.
For group-based data collection activities, such as focus groups, please include the following statement: You can leave the group meeting at any time without giving a reason; however, what you won’t be able withdraw what you already said, as it may be the context for what other participants will have said.
Data Storage 
[Name of Principal Investigator] will be responsible for the security and storage of all research data and forms. Access to these documents will be limited to members of the research team.

We will store all electronic research data and forms on [name of the PI or member who will store the data]’s SHA password-protected computer, backed up on SHA cloud-storage. We will store all physical research data and forms in a locked drawer in [name of the PI or member who will store the data]’s locked office. Anything that identifies you will be kept separate from the de-identified research data.
We will keep all research data for five years post final publication, after which we will destroy it permanently and irrevocably.
Questions about this Study
If you have any questions about the research, you can contact the Principal Investigator using their contact information at the top of this form.
This study has been reviewed and approved on ethical grounds by the Research Ethics Board (REB) of the Saskatchewan Health Authority (SHA). If you have any questions or concerns about your rights as a research participant, you may contact the Research Ethics Office at ResearchEthics@saskhealthauthority.ca or (306) 655-6822; out of town participants may call collect.

Consent to Participate
Signed Consent
Your signature below indicates that you have read and understood the information provided in this consent form, that you have had an opportunity to ask questions and have had them answered to your satisfaction, and that you voluntarily agree to participate in this study.
You will be given a copy of this signed consent form for your records.
Participant's Name (Printed): _____________________________________________________
Participant's Signature: _____________________________________________________
Date: ___________________
I have explained the nature and purpose of this research to the participant named above. I have answered all questions and have provided a copy of this consent form to the participant.
Researcher's Name (Printed): _____________________________________________________
Researcher's Signature: __________________________________________________________
Date: ___________________
If some participants may provide oral instead of written consent, include the following section: 

Oral Consent
I have explained the nature and purpose of this research to the participant named above. I have reviewed the contents of this consent form with them and answered all questions to their satisfaction. The participant had knowledge of its content and appeared to understand it. The participant voluntarily agreed to participate in this study.

I have also provided a copy of this consent form to the participant.
Participant's Name (Printed): _____________________________________________________
Researcher's Name (Printed): _____________________________________________________
Researcher's Signature: __________________________________________________________
Date: ___________________
If some or all of the participants may lack full capacity to provide informed consent on their own behalf, use the following section instead of the previous ones: 
Your signature below indicates that you have read and understood the information provided in this consent form, that you have had an opportunity to ask questions and have had them answered to your satisfaction, and that you voluntarily agree on behalf of the participant for their participation in this study.
You will be given a copy of this signed consent form for your records.
Participant's Name (Printed): _____________________________________________________
Authorized Representative’s Name (Printed): ________________________________________
Authorized Representative’s Signature: _____________________________________________
Participant's Signature (if able): ___________________________________________________
Date: ___________________
I have explained the nature and purpose of this research to the participant named above. I have answered all questions and have provided a copy of this consent form to the participant.
Researcher's Name (Printed): _____________________________________________________
Researcher's Signature: __________________________________________________________
[Study Title]
Participant Information and Informed Consent Form, Version [number], [date]
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