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SAMPLE ASSENT FORM #1 
PLEASE NOTE:  Statements in red, brackets and/or italics are instructions or examples, and should not be included in the actual consent form.
UNIVERSITY OF CALIFORNIA, SAN FRANCISCO (UCSF)
ASSENT TO BE IN A RESEARCH STUDY
For children 7-12 years old

Why are we meeting with you?
We want to tell you about something we are doing called a research study.  A research study is when doctors collect a lot of information to learn more about something.  Dr. [PI’s name] and some other doctors are doing a study to learn more about children with cancer.  After we tell you about it, we will ask if you’d like to be in this study or not.

Why are we doing this study?
We want to find out how well your kind of cancer treatment is working.  So we are getting information from lots of kids like you.

In the whole study, there will be about 300 children who have brain tumors.

What will happen to you if you are in this study?

Only if you agree, two things will happen:

1. A small amount of your blood will be drawn.  That means it will be taken by a needle in your arm.  This will happen every 3 months for one year.  [If some or all of blood draws would be done anyway as part of child’s clinical care, emphasize here what will be done extra for the study.]
2. The doctors will do some tests on part of your brain tumor.  The part they look at will already be removed before the study begins.

Will this study hurt?

The stick from the needle to draw your blood will hurt, but the hurt will go away after awhile.  It will not hurt for the doctors to look at the part of your brain tumor that’s already been removed.

Will you get better if you are in this study?
No, this study won’t make you feel better or get well.  But the doctors might find out something that will help other children like you later.

Do you have any questions?

You can ask questions any time.  You can ask now.  You can ask later.  You can talk to me or you can talk to someone else.

Do you have to be in this study?
No, you don’t.  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 tell us.  Or if you do want to be in the study, tell us that.  And remember, you can say yes now and change your mind later.  It’s up to you.

If you don’t want to be in this study, just tell us.

If you want to be in this study, just tell us.

The doctor will give you a copy of this form to keep.

**************************************************************

[image: image1.wmf]


        LAST SECTION
PERSON PREPARING FORM STOP HERE AND MAKE A CHOICE
You will need to choose one of the two following options.  Be sure to delete these directions from the form/include only what is appropriate for the study.

SIGNATURE OF CHILD/SUBJECT IS NOT REQUIRED, BUT DOCUMENTATION OF ASSENT IS REQUIRED—ON THIS FORM, ON THE PARENTAL PERMISSION FORM, OR IN THE STUDY RECORDS—INDICATING THAT CHILD HAS BEEN GIVEN ABOVE INFORMATION AND HAS VERBALLY AGREED TO TAKE PART IN THE STUDY.

Option 1:  If assent will be documented on the parental permission form or separately in the study records, delete entire Last Section of this form.

Option 2: If assent will be documented on the assent form, wording directly below should be included on this form. Delete all the rest of Last Section.

SIGNATURE OF PERSON CONDUCTING ASSENT DISCUSSION

I have explained the study to ______________________ (print name of child here) in language they can understand, and the child has agreed to be in the study.

__________________________________


_______________

Signature of Person Conducting Assent Discussion

Date

_______________________________

Name of Person Conducting Assent Discussion (print)

[Assent 1]
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