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	ASSENT FORM
11 – 13 years old

	Participant’s Name : 



	Today’s Date: 



	
Home Address: 



	Name of Investigator:         


	Title of Study:         



Why am I here?

We want to talk to you and your parents/guardians about a research study of children with  




    .  Research is a special way to learn about something new.  We would like you to take part because you have  




    .
Why is this study been done?

This study is being done to find out if  




    
How many other children will take part in this study?

We hope to have at least  
 children take part in this study.

How long will I be in this study?

You will be in the study for  

.  You can stop being in the study at any time for any reason.  But if you decide to stop, we encourage you to talk to one of us first.

What makes this treatment different from the usual treatment?

The experimental part of this study is  




    
What do I have to do, if I am in the study?

If you are in this study, you will  




    
What are the risks of taking part in this study?
If you take part in this study, the risks are  




    
There may be risks that we do not know.  Also, while you are in the study you may not feel good or you may get worse.  If you do not feel good during this study, please call us right away at  
.
What are the benefits of taking part in this study?

If you take part in this study the potential benefits are  




    
Will I get paid to be in this study?

You will be paid $      for your time in this study. If you do not complete the entire study, you will be paid for the number of visits that you completed.  You will be paid at the end of the study or when you end your participation.

Or

You will be given a gift certificate to      
Who will know that I am in the study?

We will do our best to keep your information private.  We will share your information with some of the people mentioned below:

 FORMCHECKBOX 
 Other staff helping us with this study,

 FORMCHECKBOX 
 The company giving us the money to do the study,

 FORMCHECKBOX 
 Any committee that is looking to make sure you are safe while in this study, 

 FORMCHECKBOX 
 Your regular doctor.
Sometimes, the law makes us report certain things to government offices, etc.  In that case, we do not have any choice but to share your information with these offices.

What are the costs to take part in this study?

If you take part in this study, there will be no costs to you.  

What if I am hurt in this study?

If you are hurt you will be treated by the Cambridge Hospital network.
 FORMCHECKBOX 

If you get hurt while in the study, all costs will be covered.

 FORMCHECKBOX 

If you get hurt while in the study, only some costs will be covered.

 FORMCHECKBOX 

If you get hurt while in the study, no costs will be covered.

Who do I call if I have questions or problems?

If you take part in this study, you can call  




    . On nights, weekends, or holidays call  




    
What are my rights when I am in the study?

You do not have to be in the study if you do not want to. It is totally voluntary. You can stop being in this study at any time for any reason. But, you must have your parent/guardian contact us if you decide to stop. There may be some tests we would have to do so you can stop being in this study safely. If you do not want to take part or leave the study, we will not be mad with you.  
If you have questions, you may call:
 
Dr. Lior Givon at (617)806-8702  or  Lorraine Vendetti at (617)665-1398. 
Once you have made your decision, please check one of the boxes below and sign your name.

     (    Yes, I will take part in this research study.
     (    No, I do not want to take part in this research study.
Signature of Child
Printed Name of Child
Signature of Person Getting Assent
Printed Name of Person Getting Assent

Date

Attachment

IRB Authorization

This page confirms that this study has been approved by the Cambridge Health Alliance IRB. The IRB is a group of people who are responsible for protecting the safety and welfare of people who take part in research studies at our hospital.

	Title of Study:      


	Name of Principal Investigator:      


	IRB No.:_____________________

IRB Approval Date:____________________

IRB Expiration Date:___________________











				















































STAMP HERE











Revised: July 2015
Revised: July 2015


