
 




– Sample Information Sheet and Assent Form for Children –
(Flesch-Kincaid Grade Level= 3)

(The research therapist explains this assent form with the child at the first appointment.)

A New Device that May Help You to Do More Things in Your Wheelchair

Why did you want to talk with me? 

I asked you to see me because I am inviting you to participate in a research study. 
I wanted to show you a brand new device for wheelchairs. The device is called Embrace. The reason we call it Embrace is because it hugs 
you like the seat belt you now use on your wheelchair. However, this device is a bit different than your seat belt. Here’s how it works.  [The therapist shows the child how the product works, where it fits and how it gets attached to the wheelchair seat.] 



What do I need to do?

I was wondering whether you would like to try Embrace to see if you like it. You only need to use it for a short while and then you can use your seat belt again. 

If you want to try Embrace, we will make you another seat just like the one you have now. We will take the seat you use now out of your wheelchair and put the new seat on instead.  This way, you can try the new seat in your chair for a couple of weeks. 

The new seat will have Embrace attached to it instead of a seat belt. The next time you come to see me, I will give you this new seat and see how well you are sitting while using Embrace. If you agree, you can take the new seat home in your chair and try it at school. 

After
 a couple of weeks, your parents will bring you to see me again. I will ask you a few questions about Embrace to find out whether you like it or not. I will ask your mom and dad to tell me what they think, too. I will look to see how well you are sitting again. After this, we will put the seat you are using now back into your wheelchair. This way, you can use your seat just like before. 

What are the good and bad things about doing this?

I don’t think that there are any bad things about being involved.  If you don’t want to try this device, that’s okay. You don’t need to do this. If you or your parents decide not to participate, I won’t ask you again. 




The good thing about this study is that you will help us to make a better device for kids who use wheelchairs.

Will anyone know that I did this study? 

We won’t share anything you said with anyone who is not part of this study.  No one else will know it was you who said these things.



Do I have to do this?

If you do not want to try this new seat, that’s okay.  You can tell your parents or me that you don’t want to take part in this study. That will be okay. This will not affect how I treat you the next time you see me. If you say yes now, you can change your mind later. You can still say no. That will be okay. 



What if I am not sure?

Your parents know about this study. Ask them questions if you don’t understand what this is about.  You can also talk to me about the study before you decide whether or not you want to be involved.



Thanks for thinking about being a part of this study.





A New Device that May Help You to Do More Things in Your Wheelchair 

I discussed this form with ___________________________________________ and s/he agreed to participate.

____________________________________

Name of Person Who Obtained Assent

___________________________________

Signature

____________________

Date





REB File  No._____________











REB File  No._____________

















�Add a text box with the REB file number on the first page of the information letter.


�Include the logos of the Bloorview Research Institute and the affiliations of other investigators as necessary.


�Keep the language at no more than a Flesh-Kincaid Grade Level 3 for the information letter. Language should be appropriate to the child’s age, developmental level, intellectual capacity and maturity.


�Use the lay title.


�Say that the participant is being invited to participate in a research study. 





�Use simplified language that the child may be familiar with to describe the nature of the research.


�Introduce the nature of the research


�Explain how the participant will be involved in the study including the methods and procedures.





�Include how long the participant will be in the study and what exactly they will have to do.


�Explain in appropriate language the risks ‘bad things’ and benefits ‘good things’ about being in this study 


�Include a version date in the footer of each page of the information letter and assent form. Update the version date when a revision to the information letter and assent form is made.


Use pagination


�Explain that anything the participant says or does will be kept confidential.


�Explain that participants do not have to be part of the study and they can change their mind at anytime. They have the right to decline and the right to withdraw at any time and no one will mind.


�Explain that parents also know about the study and if the child has questions they should ask the researcher or their parents anytime


�Use the lay title.





�Include a statement confirming that the researcher discussed all the information in the form with the child.


�Add lines for the study personnel who obtained assent and date of child’s assent. 





�Keep the version date for the information letter as a footer.
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