Template

9/2006
	Approved:
	

	Expiration:
	

	USD IRB
	



The University of South Dakota

Medical Child's Assent

What is a research study?

A research study is something like a science project at school, but harder to do.  When doctors and scientists want to learn more about a medicine, they have to test it on people to see if the medicine helps people and to make sure it does not hurt them.

Why do you want me to be in this study?

The people who are running this study think that a [a medicine or device or procedure] called _________________ will help children like you who have ________________.  But, they have to be able to tell doctors how to use the medicine in children.  That is why we are asking you to help us test ___________________.  You do not have to be in the study if you do not want to be.  

What do I have to do?

If you choose to be in this study, Dr.  __________   or Ms./Mr.______________ will :

· Talk with you; ask you questions about how you are feeling

· Listen to your heart.
· Take your temperature. 

· Take your blood pressure. (The nurse will wrap a wide, cloth band around your arm and then pump air into it.  It will squeeze your arm, but it will not hurt.)

· Etc.

· The nurse will also take some blood from your arm.  This will probably hurt, but not for long.  A black and blue mark might be left where the needle went in, and you might also feel dizzy.

You will take ____ pills/ shots  ____ a day/week for ____  days/weeks/months.  

You will go to the doctor's office  ______ more times to have more blood tested.

You can ask any question you want before you decide if you want to be in this research study. The doctor or nurse will answer your questions.

What if I do not want to be in this study?

You do not have to be in this study even if your parents say it is OK.  If you do not want to be in the study, the doctor will not force you to be in it.  If you decide to be in the study, but change your mind, you can stop being in the study.  

If you do not want to be in the study, or if you change your mind, just tell the doctor or nurse.  You might have to have some more tests to make sure you are OK, but then you will not be in the study any more. 

Will I get anything for being in the study?

If you decide to be in this study, you will get paid $______ (or get a _______) every time blood is taken. 

Could I be hurt if I am in the study?

The medicine has been tried on many adults already, so the doctors really think that it will not harm you.  But, it may not work as well in children.  Also, the medicine might make you feel a little sick to your stomach, and some people have said that it makes their heads hurt.  (Etc.) 

Some of the tests might hurt.  The doctor will need to test some of your blood, and the needle stick hurts when the blood is taken.   (Etc.)

If you feel sick or are afraid that something is wrong with you, tell an adult at once. 

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

Now I think I know about the study and what it means. Here is what I decided:

· NO, I do not want to be in the study.
· OK, I will be in the study.   

	Your name (printing is OK)
	
	Date


I certify that this study and the procedures involved have been explained to (Insert Subject’s Name) in terms he/she could understand and that he/she freely assented to participate in this study.

	Signature of Person Obtaining Assent
	
	Date/time

	

	Name (print)
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