
assent form

Instructions for use of this template:


· Model text is in bold. Remove bolding prior to submitting for review.

· Instructions are in [italics]. Remove instructions prior to submitting.

· “_______” Indicates that the investigator should fill in the appropriate information.
· Full protocol title is to appear on each page as either a header or footer.
· Page number and total number of pages to appear on each page (i.e. 1 of 3 pages) as part of the header or footer.
· Use official letterhead of the investigator for the first page of the of assent form.
· Use at least a size 12 font in all parts of the text.
· Each page of the Assent Form must have a version date or version number.  If the Assent Form is amended, the version date or version number should be updated as well and the new version must be submitted to the Research Ethics Board for approval prior to use.
· The sponsor’s name or address or the Investigators address does not need to be listed on the first page of the assent from. The child is not required to initial each page and therefore a spot for the participant’s initials in the footer is not required. 

· Remove the University of Manitoba Bannatyne Campus REB Sample Assent template and version number from footer prior to submitting.  Ensure your current version date of assent is inserted.

· If, for a particular project, it is necessary to significantly deviate from this template, please provide the justification for doing so in your covering letter to the Research Ethics Board.

[Place first page on letterhead]

SAMPLE ASSENT FOR CHILDREN 7-13 years old
Study title:

Investigators: [Only the name of the investigator/s is required.  Address and telephone #’s are not required on this page of the assent form.]

Why you are here?


[Required text]:

The doctors want to tell you about a study about children with list condition/study population.  They want to see if you would like to be in this study.  This form tells you about the study.  If there is anything you do not understand, please ask your parent, your guardian or the study staff. 
Why are they doing this study?


[Required text]:


They want to see how ___________[briefly state the study purpose].

[OR]


They want to learn more about_______________________.
What will happen to you?


If you want to be in the study these things will happen:
1. The study will last about____________.(indicate length of study in number of days, months etc) You will be asked to come into the doctor’s office ( hospital or clinic) for ______visits. (indicate number of visits) 
2. Briefly list the main study procedures, questionnaires, tests etc. and their frequency. Information presented in bullet point form would be helpful).
 [Examples of sample text are provided which may or may not apply to the study]
You will take the study drug for ______days. [If applicable, it may be appropriate to briefly explain the randomization procedure for children 10 and older.] Half, one in three, etc the people in the study will get the study drug and half, one three etc will get a “placebo” which will not have any effect on your_______[indicate disease, condition etc].

 Your temperature, breathing and heartbeat will be checked. 

Every state frequency in weeks, month, etc a small amount of your blood will be taken.  This will be taken by a needle in your arm. 
You will have an X-Ray (picture) taken of your indicate part of body.  You will need to stand [or lie down] in front of a big machine to take this picture.
The doctor or study staff will ask you questions about how you are feeling at each visit.
Will the study hurt?
Briefly list those risks and inconveniences that may be sensitive in the child’s perspective  (e.g. pain from needles or other procedures, study medication side effects such as nausea, diarrhea, feeling dizzy or itchy and side effects or commitments to study participation that my limit their participation in school or extracurricular events). 
[Sample text to be revised for each study]:

The stick from the needle will hurt but the hurt will go away after awhile. A cream called EMLA can be applied by a sticky patch that numbs the skin. This makes it hurt less or not at all.

The study drug can make you fell like state risk in terms the child will understand.
There may be other effects that make you feel strange or different.  You must tell your parents and the study doctor if you fell sick while taking the study drug.
It will not hurt when they state those study procedures that usually to not cause pain.
You may not be able to go to school or play/take part in state the specific activity for a little while (or state the time frame).  
Will you get better if you are in the study?


[Sample text]:

This study may not [in some studies it is more appropriate to state; won’t] make you feel better or get well.  But the doctors might find out something that will help other children like you later.

What if you have any questions?


[Required text]:

You can ask questions any time, now or later.  You can talk to the doctors, your family or someone else. [For older children 10-14 years of age it may be appropriate to provide them with a contact number and specific name of study staff.]
Who will know what I did in the study?


[Required text]:

Any information you give to the study staff will be kept private (or secret).  Your name will not be on any study paper and no one but the study staff and your family doctor will know that it was you who was in the study.

Do you have to be in the study?


[Required text]:

You do not have to be in the study.  No one will be mad at you if you don’t want to do this. 

 If you don’t want to be in this study, just say so.  We will also ask your parents if they would like you to be in the study. Even if your parents want you to be in the study you can still say no. The doctor will still take care of your state condition.  

Even if you say yes now you can change your mind later. It’s up to you. 

Do you have any questions? 

What questions do you have?

Assent

I want to take part in this study. I know I can change my mind at any time.
_________________________
Verbal assent given   Yes (      
Print name of child

[If verbal assent obtained the process must be clearly documented in the research or medical file]

Written assent if the child chooses to sign the assent. 

______________________

__________

_______________

Signature of Child


 Age


Date

[The following statement and signature is required]:  

I confirm that I have explained the study to the participant to the extent compatible with the participants understanding, and that the participant has agreed to be in the study.

___________________

_______________

____________

Printed name of 


Signature of


Date

Person obtaining assent

Person obtaining assent

University of Manitoba Bannatyne Campus REB
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