[bookmark: _Hlk514919184]Assent Template
Instructions: 
The study-wide (provincial) assent template uploaded into the Provincial Initial Application must follow the prescribed structure and format as set out in this document..

Assent should be sought from those in studies where the participant does not have the capacity to consent on their own behalf but is capable of understanding what is proposed and of expressing his or her own wishes.

How to use this template:
· Suggested text/examples in blue font may be omitted if they are not relevant to the specific study
· All text included in the study-wide template must be applicable/appropriate for that specific study  
· Instructions are indicated in italics/grey background
· Turquoise highlighting provides a prompt to adapt text to the research study (e.g., to select from the available options highlighted)
· Text with yellow highlighting reflects instructions for participating centres to follow when creating their local assent form. This text, including the highlighting, should not be altered or removed from the assent that is uploaded into the Provincial Initial Application through CTO Stream
· When developing their local assent form, participating centres should follow the instructions and insert the applicable centre-specific content. The instructions and highlighting should be deleted from the local consent form submitted to the REB of Record

When writing the assent form, please remember to:
· Delete this instructional page
· Use plain (lay) language that is easy for the participant to understand.  Language should be clear and no greater than a grade 3 reading level.
· Use a size and font of text that is consistent and easy to read (size 12 or larger is recommended)
· Define all acronyms and abbreviations when they first appear
· Ensure that the final form is properly formatted and free of spelling or grammar errors
· After all edits have been made, all text should be black


Reminder:
Informed consent must be sought from a child participant’s parent/guardian.
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Study Title: insert study title as written on the protocol


Principal Investigator(s): insert name, department	Phone Number:  insert number

Study Coordinator:  insert name				Phone Number:  insert number

		


	Version date of this form: ___________________________
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What is a research study?


[bookmark: _Hlk515284060]A research study is a way to learn more about specify e.g., how people feel about a certain topic OR a disease and how to treat it, etc. You do not need to be in a research study if you don’t want to.



Why am I being asked to be in this study?


You are being invited to take part in this research study because we are trying to learn more about condition/situation being studied. We are inviting you to be in the study because state why the individual is being asked to participate.



Who will know I am in this study?


This study was explained to your substitute decision maker (SDM)/parents/guardians and they said that we could ask you about the study. Your SDM/parents/guardians can help you decide if you want to be in this study.

The research team and your SDM/parents/guardians will know that you are in the study.  There may be times where your family doctor will need to know test results, so they will know too. You can tell other people about this study if you like, it is not a secret.



If I join this study what do I need to do?


We want to tell you some things about this study. 

Describe the study procedures in simple terms.  Examples include:
· You will be in the study for insert duration of participation months/years.
· In this study we are comparing specify e.g., treatments/interventions/ procedures/exercises. For us to compare them fairly, the one you will be given will be selected by chance.
· [bookmark: _Hlk514919280]We will use a needle to take some blood from your arm # times, specify amount in lay terms i.e., about 1 tsp each time.
· There will be around insert total number of participants other people in this research study.
· You will need you to have name of procedure that will last duration. This is insert a simple explanation of what will happen. Your SDM/parents/guardians can be present with you when this happens.
· We will ask you to sit with us and describe procedure i.e., talk about some things/look at some pictures. It will take about duration to do this.
· We will ask you to answer some questions about describe content i.e., how you feel. This will take about duration.
· [bookmark: _Hlk514760408]Describe SDM/parental/guardian involvement in the study if applicable i.e., we will ask your SDM/parents/guardians for information about how you feel.



Will any part of the study hurt or be scary?

Describe risks and discomforts using terms the potential participant would know and understand; take into account their fears, inconvenience or things that they may find distressing.



Will the study help me?

Describe any benefits to the potential participant from participation in the research.  Examples are included below.

[bookmark: _Hlk515262902]We don’t know if being in this study will help you. 

OR

We think that the study might help you by describe how.



Will the study help others?

Describe any benefits to society from the research.

We think the information we learn from this study might help others by describe any benefits to society from the research. 


Can I say no?

Yes of course, you can decide not to be in the study. It’s up to you. No one will be upset if you don’t want to do this study. You can tell us or your SDM/parents/guardians if you do not want to be in the study. If you do join the study, you can change your mind and stop being part of it at any time. Let us or your SDM/parents/guardians know if you change your mind.



What choices do I have if I say no to this study?


There are other ways to help your insert name of condition being studied if you don’t want to be in this study.

[bookmark: _Hlk515269521]You can ask us for more information about these other choices.



Who will see information about me?


[bookmark: _Hlk515270422][bookmark: _Hlk515269801][bookmark: _Hlk515270202]The information collected about you during this study will be kept safe and your name will not be kept with this information. The people doing the research will be able to see the information collected about you. The study information about you will/will not be given to your SDM/parents/guardians if recruitment, intervention (treatment or control) or outcome measurement will occur at school include: or teachers. The researchers will not tell your friends or anyone else if you decide to join the study or not. Include if there is a possibility that the researcher may find out information that puts the participant’s well-being into question or invoke mandatory reporting requirements:  If the researchers think that you might need help then they will need to tell someone.   

[bookmark: _Hlk514760516]

Do I get anything for being in the study?


You will not be paid to be in this study.

[bookmark: _Hlk514919458][bookmark: _Hlk514931233][bookmark: _Hlk515270444]You and your SDM/parents/guardians will get specify without dollar amounts e.g., a token of our appreciation/money to cover the costs of appointments.  

If recruitment, intervention (treatment or control) or outcome measurement will occur at school: There will not be any tests or marks on your school report card if you decide to be in the study.



What if I have questions?


You can ask any questions you want about the study.



What if I have questions later?


[bookmark: _Hlk515283732]If you have any question about this study that you didn’t think of now, either you can call or have your SDM/parents/guardians call insert name, the specify role e.g. person in charge of the study/research coordinator, at insert study telephone number.

You will be given a copy of this paper to keep.





Would you like to take part in this study?



Yes, I will be in this research study:	


_______________________	______       __________         	________________
Participant’s name	Signature (if applicable)	Date


□ Assent was obtained orally	


I have discussed this research study using language which is understandable and appropriate for the participant.    I believe the participant understood this explanation and assents to participate in this study.

_________________________	________________          _________________
Person obtaining assent	Signature	Date
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