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ASSENT FORM

For Participants       Years of Age

Study Title:      
The Research Study Team:      
[Instructions:  Research Teams may choose to not include email addresses.] 
	Name/Degree
	Title
	Phone Number 
	E-mail

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


You can call us at 206-987-     .  [If applicable]
Researcher      ’s pager number is 206-994-3771.
In case of an emergency call:      
[If applicable]
You can also call Seattle Children’s at 206-987-2000 and ask to talk to the       on call.  Please ask your parent or an adult if you need help.
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What is a research study?
Research studies help us learn new things.  We can test new ideas.  First, we ask a question.  Then we try to find the answer.  [Edit according to study: This can helps us learn about how medicines work.  We can also learn why people do things a certain way or feel a certain way.] 
This paper talks about our research study.  We want you to ask us any questions that you have.  You can ask questions any time.
There are a few things you should know about the study: 

· You get to decide if you want to be in the study.  
· You can say ‘No’ or you can say ‘Yes’.

· Whatever you decide is OK.  
· If you say ‘Yes’, you can always say ‘No’ later.  
· No one will be upset if you say ‘No’.

· We will still take good care of you no matter what you decide.  [Delete this statement if the child is not also a patient or receiving care.  If applicable you may want to say, “If you say no, you can still get the medicines.”]
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Why are we doing this research study?

We want to talk to you about this study because      .  
In this study we want to find out more about      .

[Example for a study where assent is required for the additional optional portions rather than all of the study procedures.  In this scenario the parent has given permission for the young person to participate - We would like to do some extra research tests to learn more about the medicines you will take.  The tests will help us learn how the medicines work in your body.]
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What would happen if I join this study?

If you decide to be in the study: 
 [If screening is involved]
· We would need to do tests [or ask you a few questions].  This is how we find out if the study is a good fit for you.  The research doctor would then tell you if it is still OK for you to be in the study.  [If the same procedures happen at a number of visits, consider using a chart or stating Visits 2-10 and then including bullet points below.  The important thing is to cover the questions:  When the visit would be; How long the visit would take; Procedures at the visit; and How it would affect their everyday lives… in a way that best fits your study.] 
[If pokes are involved include all pokes that would be extra for the research participant]
1st Visit 
· When the visit would be
· How long the visit would take

· Procedures at the visit

· How it would affect their everyday lives 
2nd visit, etc.
· When the visit would be

· How long the visit would take

· Procedures at the visit

· How it would affect their everyday lives 

Last visit 

· When the visit would be

· How long the visit would take

· Procedures at the visit

· How it would affect their everyday lives 
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Could bad things happen if I join this study?

[Describe the risks of procedures and tests to be done during the study solely for the purposes of the study.  You do not need to describe the risks of procedures that would be done as part of standard of care.  See the Glossary Resource or Language Resource Text for help.]
Choose statements below to include as applicable to the study: 

Some of the tests might hurt.  
Pokes for blood tests:  The researcher would need to test some of your blood.  These pokes can hurt.  Sometimes the needle can leave a bruise on the skin.  We can put a cream on your skin before we take blood.  This cream would help so it won’t hurt as much.  
We do not know what bad things can happen to an unborn baby from this research study.  Girls in this study should not become pregnant.  
The research doctors would need to ask you some questions.  They might be hard to answer.  Like, “Have you ever thought about hurting yourself?”
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If I join the study would it help me?

Choose statements below to include as applicable to the study:
We do not think being in this study would help you.  
[OR]
We think being in this study may help you because: 
· [explain]      
We hope to learn something from this study.  And someday we hope it will help other kids who have       like you do.
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What else should I know about this research study?

Being in the study is your choice.  You can say ‘Yes’ or ‘No’.  Either way is OK.  
It is also OK to say yes and change your mind later.  You can stop being in the research at any time.  If you want to stop, please tell the research doctors.

[Choose statements below to include as applicable to the study:]
There are also some reasons we would ask you to stop being in the study:

· Include any reasons.      
· If you do not follow the instructions for the study.
· If you become pregnant.

· If your study doctor feels stopping the study is important for your health and safety.  
Your information:

We don’t plan to share your information or tell anyone if you join this study.  But, there are a few reasons we would tell someone:  

· If we found out you were in serious danger.  

· If we found out someone else was in serious danger.  
Here are some examples of when we would tell someone:

· If you told us you were being abused.

· If you told us you were going to hurt yourself or someone else.  
We would tell to protect you or someone else from being hurt.  
[only appropriate for older participants age 10 and up the reading level is 6.4]
Videotapes:

We will videotape the interviews and the therapy sessions that are part of this study.  This will help us learn how well the different therapies work.  It will also help us teach people how to do therapy.   
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Can I do something else instead? 

If you don’t want to be in the study, you don’t have to be.  [If there are alternatives besides not taking part include: You and your family can decide to do something else.] 

You might decide to:

(List the alternatives that they have)
·      
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Would I be paid if I do the study? 
[Choose statements below to include as applicable to the study:]
No, you would not be paid.

To thank you for being in the study, we would give you      .  You should talk with your parents about how you would like to use this.
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If I have questions who do I ask?

You can talk to [List research team member name      ].  Ask us any questions you have.  You can ask questions any time.  Take the time you need to make your choice.  
Child’s/Adolescent’s Statement

The researchers have told me about the research.  I had a chance to ask questions.  I know I can ask questions any time.  I want to be in the research.  
–I know that being in the research is up to me.  No one will be upset if I don’t sign this paper or if I change my mind later.  
Printed Name of Child/Adolescent      ____________________________________


Signature of Child/Adolescent      ____________________________________
____       










Date       
                                                           
Printed Name of Researcher      ___________________________




Signature of Researcher      _______________________________



___________                                                              _____________

Date       
                                                            Time      



For studies approved to use the short form or studies with IRB approved translated documents.

Interpreter Information Section: 

Note: The researcher only writes the interpreter’s name if the assent is documented via a corresponding translated Short Form Consent and/or translated assent form.  
______________________________________








Printed Name of Interpreter (if interpreter is used)





Date
                                                   

______________________________________








Printed Name of Interpreter (if interpreter is used)



                       Date            
Witness Statement: 

Note:  A witness signature is required when using the Short Form Assent to document assent or as otherwise required by the IRB.
I was present during the verbal presentation of this research study.

______________________________________








Printed Name of Witness
______________________________________








Signature of Witness








___________                                                              _____________

Date       
                                                            Time      



Original form to:

Research Team File

Copies to:  

Participant

Parents/Guardians

Medical Records (if appropriate)
Using this template…


Designed for children 7 to 13 years of age when written assent is required.


Write at a 2nd to 3rd grade reading level.


Please ensure careful spacing in the final version.  A new section should start on a new page if possible.


Studies that the Institutional Review Board (IRB) determine to offer the prospect of benefit only available in the context of research usually require assent for the additional optional portions of the study only.  In this case replace “research” with “extra research tests” throughout the document.


Explain common research terms. Examples:


Questionnaire or survey:  We would ask you to read questions on a piece of paper.  Then you would mark your answers on the paper.


Interview:  A person on the research team would ask you questions. Then you would say your answers out loud.


Participants should sign a clean, stamped copy of the form.


Please delete instructional text/green highlights before submitting to the IRB.  


Please note that the gray, shaded areas should be filled in with text; when the form is printed, these sections will NOT be shaded.
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