
STUDY TITLE[insert]
PI Name[insert]
IRB Number [IRB Office will assign this]

Research Children’s Assent (which contains reproductive language if needed)

[Insert age range]

Italicized words indicate that information will need to be inserted accordingly. If the statement does not apply to this research study then delete it.  Do not leave italicized words in the submitted document.  Italicized inserts are meant to be a guide. More than one type of assent may be needed; this will depend upon the study design.

We want to tell you about a research study we are doing. A research study is a way to learn more about something. We would like to find out more about [insert topic and describe goals in simple language]. You are being asked to join the study because [insert name of condition or other reason(s) for inclusion]. 

If you agree to join this study, you will be asked to [describe procedures, (e.g., questionnaires, activities) in words a child would know and understand. Also include number of visits and time frame in words easily understood by a child]. 

Describe possible risks (e.g., discomforts) in simple language. 

Use any of the following statements that are appropriate: 

We do not know if being in this study will help you. 

We expect that the study will help you by [describe how]. 

We may learn something that will help other children with [insert name of condition or topic under investigation] some day. 

This study will help us learn more about [topic under investigation].

How will being part of this study affect me?

When deciding whether to take part in this study, think about how the routines and visits listed above will affect school days.  You may need to have access to a phone.  You may need to allow enough time (about 5 minutes) each day to call into the automated response system and you may need help to take your medication.  You will also need to allow time for occasional phone calls from study staff.  Discuss transportation to get to the clinic.
Your Privacy Rights

At all times we will respect your privacy.   

[Insert this section below if applicable; this wording will need to be altered to address Male reproductive aspects as needed by study requirements]

About Sexual Activity

It is very important that no one become pregnant during this study because the study medicine

may hurt a pregnant person or the baby.  Being abstinent (not having sexual intercourse) is the

only sure way a person will not become pregnant.  Whenever we say sexual intercourse during

this discussion, we mean vaginal sexual intercourse. 

We want you to know that we will help people, or get help for them, if they are in situations

where they are forced to have sex.  

PREGNANCY PREVENTION
Girls who have had their first menstrual period or who begin to have periods during the study, and who are having sexual intercourse, must agree to become abstinent (not have sexual intercourse).  

Any person having sexual intercourse should know that the doctor and nurses in this office can

tell you how to protect against pregnancy,  sexually transmitted diseases and help you to get treatment if you need it.  

What will happen to you: 

To make sure that no one who is pregnant starts into this study, a pregnancy test (either blood or urine test) will be done before beginning this study.


If you become pregnant, think you might be pregnant or you are having sexual intercourse and you miss a menstrual period, you should tell your doctor right away.  

You must be aware that if pregnancy occurs it could result in losing the baby or can cause bad and unknown effects to the baby or you.

You should know that if you become pregnant while being in this study, the doctor will notify the sponsoring company and your parents or legal guardian.
______________________________________________________________________________

Your parent(s)/guardian have been told about the study and they will sign a separate form if it is  okay for you to pariticpate.  You decide if you want to join the study and will be asked to sign this form.  You do not have to be in this study. You do not have to be in this study to make someone happy. 

No one will be mad at you if you don’t want to be in the study or if you join the study and change your mind later and stop. You can stop being in the study at any time by letting your doctor or study staff know you wish to stop. If you decide to stop being in the study, the doctor will let your parents/guardian know that you are no longer in the study.

You can ask questions at any time during the study. Just tell the doctor or nurse that you have a question.  You can talk to the doctor by calling the office at:  insert number 

Your signature on this form means that you understand and agree with the next sentences.  

“I have read or been told the information on this form and I have had a chance to ask questions about the study.  I agree to be in the study and I understand that I will need to follow the instructions for being part of the study.  I will also let my doctor or his/her assistants know about any problems that may come up that make it difficult for me to follow instructions.”

_______________________________________________

____________

Child's Printed Name


Date

_______________________________________________

____________                                                                                                                
Child’s Signature



Date

Assent Form administered and explained in person by:

_______________________________________________

____________                                                                                                     
Signature and Title


Date
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