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CHILD ASSENT FORM 
(ages 7-12)

USE AN ABBREVIATED STUDY TITLE 

SAMPLE WORDING OF AN ASSENT 

 (please replace the italicized text with appropriate study information)

Dr. __________  is doing a research study.  A research study is a way that doctors look at something new, like a new medicine (drug).  This study is being done to find out how a new medicine called _________ works in kids who have (name of condition in common term).  You are being asked if you want to be in this research study because you have (name of condition).

If you decide that you want to be in this research study, this is what will happen:

1. You will come for study visits ____ times if you are in this study.

2. Dr. ______ will give you some medicine to take for the next 5 days.  It might be the new medicine or it might be the medicine that you would get if you weren’t in this research study.  You won’t know which one you get and Dr. ______ won’t know what you get either.  

3. You will have to have blood drawn from you arm today (like a shot).  Dr. _______ has to take some more blood out of your arm in 5 days to find out if the medicine you are taking is making you better.  And even if you don’t want to be in this study, you may still need to have blood drawn to see how you are doing.
4. If you still aren’t getting better after 5 days, Dr. ____________ will (tell them what to expect such as being given another medicine or other treatment).

5. The information and/or samples (blood, tissue) that you give for this study may be used for research in the future separate from this study. [If this information/specimens will be sent somewhere else for this use, this should be stated.] 

6. If you are a girl and you have started your periods, you must not be pregnant now or get pregnant during the study.  A pregnancy test will be done before you start the 

     study. If you think you might be pregnant during the study you must tell your study  

     doctor. 

7. If you are a sexually active boy or girl you must agree to use birth control.  [Include examples when appropriate] 

Sometimes kids don’t feel good after they take the medicine.  You might:


· have an upset stomach




· feel very sleepy


If any of these things, or other things happen be sure to tell your mom or dad.

You don’t have to be in this research study if you don’t want to.  Nobody will be mad at you if you say no.  Even if you say yes now and change your mind after you start doing this study, you can stop and no one will be mad.

Be sure to ask Dr. ______ to tell you more about anything that you don’t understand.


Yes, I will be in this study.  

  No, I don’t want to be in this study.

_____________________________________________

____________

Write your name on this line





Date

_____________________________________________

____________

Name of person explaining this form




Date

No, my child is not able to provide assent because ________________________

SIGNATURE OF PARENT OR LEGAL GUARDIAN


DATE

_______________________________________________________________________SIGNATURE OF 2nd PARENT OR LEGAL GUARDIAN

DATE

(If required by IRB)

_________________________________________________
_______________

SIGNATURE OF WITNESS (person explaining this form)

DATE 
CHILD SUBJECT’S BILL OF RIGHTS

It is important that the purpose and procedures of the research study are understood and that you want to be in this study.  A subject in a research study has the right to:

1.
Be told why the research is being done.

2.
Be told about everything that will happen in the study and if there is a drug or device that will be used.

3.
Be told what bad things may happen.

4.
Be told about any good things that may happen.

5.
Be told about any other choices you have instead of this research and about their good and bad things.

6.
Be told about how we will take care of you if anything happens to you.

7.
Be encouraged to and given a chance to ask any questions.

8.
Be told that you can stop being in this study at any time without affecting the care you receive.

9.
Be given a copy of this signed and dated form.

10.
Not be pressured (pushed) to be in this study or to choose not to be in this study.  

If you have any further questions or concerns about your rights as a research subject, please contact the researcher or the Rady Children’s Office for Human Subjects Protection at (858) 966-4008.

























have a headache


get a rash on your skin





PATIENT INFORMATION





Rady Children's Hospital-San Diego 3020 Children’s Way
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