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CHILD ASSENT TO PARTICIPATE
LIST COMPLETE TITLE HERE (including the prefix of COG xxxx if applicable)
Reminder: Highlighted sections are instructions to the investigator and should be removed from the final version of the consent form. Text in [square brackets] should be replaced with information that is specific to your study.
Study to be Conducted at:
List each facility name





Address





City, State    Zip

Sponsor Name:

List sponsor name here (if applicable)
Principal Investigator:

List PI name and telephone number
You are being asked to take part in a study because you have [Insert condition/disease here].  This study is a way of testing new medicines.  By being in this study you may help the doctors and other children with [Insert condition/disease here]. 

The study drug known as [insert drug name] is referred to as "medicine” in the rest of this form.
COULD THE STUDY HELP YOU?
· The new medicine may help you, but it may not.

· Testing the new medicine in this study may help other children with [Insert condition/disease here].  
· If you are worried about anything to do with this study, please ask the doctor or nurse who will do their best to answer your questions.
THIS IS WHAT WILL HAPPEN IF YOU JOIN THE STUDY: [EDIT AS NECESARRY]
· You will come and see the doctor [insert frequency]. 
· You will need to answer questions about your health and how you feel.

· You will also answer questions about how you like the taste of the medication. 

· The doctor will check you.

· The doctor will take some blood from you.

· If you are a girl and have had your period, the doctor will talk to you about not getting pregnant.  If you become pregnant your parents may be told.
· [insert other study specific activities here ensuring they are on a 2nd grade reading level].

HOW IS THE MEDICINE GIVEN? [EDIT AS NECESARRY. SOME EXAMPLES PROVIDED]
(tablet) The medicine will come as tablets or powder that will be mixed in water before you can drink it.  You will take the medicine [insert frequency].
(IV) The medicine will be given to you through a needle that is stuck into your arm. This will allow the medicine to go right into your body. Being stuck with the needle might hurt. You will get medicine [insert frequency].
DO YOU HAVE TO BE IN THIS STUDY? 

· You can choose if you want to be in the study or not. You can say no if you don’t want to be in the study.

· You can also change your mind even if you have started the study. 

· Talk to your mom or dad or the person taking care of you about taking part in this study.

· If you don’t want to be in the study, no one will be upset with you and you will still be looked after for your [Insert condition/disease here].  
HOW WILL YOU FEEL WHEN YOU TAKE THE MEDICINE?
· You may feel better during the study, but you may not. 
· [Edit as applicable] Sometimes the medicine may give you a headache, make you feel tired, give you an upset stomach, cause pain in your stomach, cause pain in your chest, cause pain in your joints, make you throw up, give you a skin rash, may give you a common cold, cause a fever. 

· [Edit as applicable].Some uncommon side effects were study drug related allergic reactions including face swelling and fever. 
· When a blood test is done, it may hurt a bit.

· Because this is a new medicine you must tell your mom, dad or the person taking care of you, if you do not feel well in any way.

WILL ANYONE KNOW IF YOU TAKE PART IN THIS STUDY?
· The doctor and nurses must tell a few important people some things about you, like how old you are, when you were born, and about your [Insert condition/disease here].  

· These people must know some things about you because they are doing the study, or they are checking that it is being done properly.

· Your doctor will tell your mom, dad or the person taking care of you who these people are and what they will be told.

· Talk to your mom, dad or the person taking care of you if you are worried about anyone knowing that you are taking part.

IF YOU WOULD LIKE TO JOIN THIS STUDY:

· Talk to your mom, dad or the person taking care of you about the study.

· Ask as many questions as you like.
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Assent statement
· My mom, dad or person taking care of me knows about this study and they want me to be in it if I want to.

· I want to be in the study, but I know I can stop whenever I like. 

· This study has been explained to me.

· I have had the chance to ask questions and all my questions have been answered.  

· My mom, dad or person taking care of me, and I can ask my doctor any additional questions at any time. 

· I will get a copy of this signed and dated form.

_______________________________________________________________________________

Child’s Name (please print)

_______________________________________________________________________________

Signature of Child Participant, as able 

Date


_______________________________________________________________________________
Parent/Guardian’s Signature





Date
Person Obtaining Assent:
I have fully and carefully explained the study to the child and parent/legal guardian. They have been given an opportunity to ask any questions regarding the nature, risks and benefits of the child’s participation in this study. 
____________________________________​​​​​​​​​​​​

__________________________


Signature of Person Obtaining Consent 


Date

________________________________________

Printed Name of Person Obtaining Consent 


