

Assent Guidelines Young Children 
A simple verbal explanation of the study should be given with reassurances that they do not have to agree if they do not want to. This verbal assent discussion should be documented and retained. Please note that minors are not required to write their name on an official document, rather that the person obtaining assent should note that a discussion occurred, what was discussed, that the minor agreed to participate and the date on which the discussion occurred. 
Research teams should be cognizant that young children may not be aware of their diagnosis. The research team should be careful not to inadvertently disclose information to eligible participants when conducting the assent discussion.
The following is an example of the topics that should be discussed with very young participants:
Why are we asking you to join our research study?

· Explain what research means

· We would like to invite you to be part of a research study.  Research is a way to test new ideas to see if we can do things better. Sometimes new ideas work better and sometimes they aren’t as good as what we had before. Research is how we figure out what ideas work best.
· Describe the purpose of the study

What will I be asked to do?

· Describe the study procedures (i.e., questionnaires, tests, etc.)

· If the study  is interventional or there will be invasive procedures or tests, describe how they are different from standard care (i.e., the blood tests will be done when you normally come in to have blood taken, this means there will be no extra needles if you are in the study.)
· Describe the number of visits and the time required

Who will be in the study?
· Describe the study population, the number of participants and how many will be recruited from CHEO.

Will anything bad happen to me if I join the study?
· Describe the risks, potential harms or discomforts associated with study participation

· If there are no risks associated with study participation:

· We do not think that anything bad would happen if you decide to join this study.
Will anything good happen to me if I join the study?

· Describe the benefits of study participation 

· We think the study will help you…
· We don’t think there will be any benefit to you if you join the study, but we hope this study will help us better understand children like you, {insert what they have/why they are in the study} and help other children in the future.
Can I say no to the study?

· Describe that participation is voluntary and the option to withdraw from the study.

· You can choose to be a part of this study or not.  You can also choose to stop being in this study whenever you want. Please tell me if you don’t want to be in the study anymore. Remember no one will be mad at you if you choose not to be in the study. 
What if I have questions?
· Please ask us and we will do anything we can to answer your questions. 
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