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ASSENT FORM FOR RESEARCH WITH HUMAN SUBJECTS



Protocol Title: 

Principal Investigator: 

Phone number: [also include 24-hour number if appropriate]


What is this study about?

I am being asked if I want to be in this study.  The goal of this study is to [Explain the study in one or two sentences.  Use one idea per sentence.]

Why are you asking me?

I am being asked to be in the study because I have [Insert disease or condition]
What do I have to do?

If I am in the study, I will: [Use bullets.  Use one idea per bullet.]

· [Explain in very simple terms exactly what is expected of the child.]

· [Explain how long the study will last and how much time they will have to spend at each visit.]

· [If this is a longitudinal study, a table indicating what is expected and when is useful.

[If applicable]  If I am in this study, I will be asked questions.  I will be asked about:  [list topics using bullets.]

Will this hurt?

[Tell the child which procedure(s) may hurt.]

Can I ask questions?

I can ask questions about the study now.  These questions will be answered now.  If I think of any questions later, I’ll be able to ask them too.  I will get answers to those questions as well.  If I want to, I can call <Name> at <Phone Number> to ask questions.

Do I have to do this?

I know that I do not have to be in this study.  No one will be mad at me if I say no.

I want to be in the study at this time.

I will get a copy of this form to keep.

[OTHER DIRECTIONS – delete after reading]

· Communicating pregnancy results to the child’s parents or a “responsible adult” is not permitted.

· The NJH assent form must remain silent about compensation.

	
	
	
	
	

	Signature of Child
	
	Date
	
	Printed Name of Child

	
	
	
	
	

	Signature of Parent or Legal Guardian
	
	Date
	
	Printed Name of Parent or Legal Guardian

	
	
	
	
	

	I have explained the research at a level that is understandable by the child and believe that the child understands what is expected during this study.

	
	
	
	
	

	Signature of Person Obtaining Assent
	
	Date
	
	Printed Name of Person Obtaining Assent
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