IRD-IRB
Child Assent Form Template and Guide

Make sure your final form is readable to the minor’s grade level and/or developmental ability.  
· Not all situations can be covered by a single template.  Please read the sections below for additional information that may need to be added, based on whatever methods you are employing in your study. You may add information to the gray text boxes, if required.
· Parent consent form will also need to be filled.

· When children or minors (<18 years of age) are involved in research, the assent of the child or minor and the permission of the parent(s), in place of the consent of the subjects is required.

· While children may be legally incapable of giving informed consent, they nevertheless may possess the ability to assent to or dissent from participation. Out of respect for children as developing persons, children should be asked whether or not they wish to participate in the research, particularly if the research: 

· (1) does not involve interventions likely to be of benefit to the subjects; and 

· (2) the children can comprehend and appreciate what it means to be a volunteer for the benefit of others. 

· The IRB must determine for each protocol - depending on such factors as the nature of the research and the age, status, and condition of the proposed subjects - whether all or some of the children are capable of assenting to participation.

· The assent process should involve taking the time to explain to a child, at whatever age they can begin to understand, what is going on in the proposed study, why the study is being done, what will be done to them, and that if they object, the research will be terminated and they will not be punished or scolded. As children develop, they should gradually become the primary guardians of personal health and the primary partners in medical decision-making, assuming responsibility from their parents. Just as is the case with informed consent, the emphasis on obtaining assent should be on the interactive process in which information and values are shared and joint decisions are made.

Child Assent Form
Insert Title of Study Here
My name is      
Why am I being asked to take part in this research?

You are being asked to be in this study because      
Background

What is a research study?

We want to tell you about a research study we are doing.  Research helps us to find a better way to treat people or to learn new things.  

Who is doing the study? 

The person in charge of this study is       of                  
Purpose of the Study
Why is this study being done?

In this study, we want to find out more about      
Procedures

What will I be asked to do?

     
How long will I be in the study?

     
Risks and Benefits

Will being in this study hurt me?

     
What are the good things about being in this study?

     
Confidentiality

Will people know that I am in the study?

     
Voluntary Nature of Study
Do I have to take part in the study?

If you do not want to take part in the study, that is your decision.  If you take part in this study, it should be because you really want to volunteer.      
If I don’t want to take part in the study, what will happen?

If you do not want to take part in the study, you will      
Can I change my mind and quit?

If you decide to take part in the study, you will still have the right to change your mind later.  No one will think badly of you if you decide to quit.      
Contacts and Questions
Who can I ask if I have questions?

You can ask questions at any time.  If you have questions later, you can ask      
Do you understand and do you want to be in the study?

I understand what the person running this study is asking me to do.  All of my questions were answered.

 FORMCHECKBOX 
YES:
I want to be in the study.

 FORMCHECKBOX 
NO:
I do not want to be in the study.  

_________________________________________

Child’s name

_________________________________________



_______________

Child’s signature
 (optional for minimal risk studies)



Date

_________________________________________



_______________

Signature of investigator or person explaining study



Date
1
Template Revised by IRB: 2/22/2012

