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assent form 
for Child participants ages 16 to 17 years

	Sponsor / Study Title:
 
	Dono Vivo, LLC.  / “Prospective study aimed at obtaining human biological specimens for use by researchers in laboratory studies assisting in the development of diagnostic testing and future therapeutics.”


	Principal Investigator:
(Study Doctor)

	Chad Link, D.O.


	Telephone:

	(734) 656-8229 (24 Hours)


	Address:
	Dono Vivo, LLC
46430 Peary Court
Novi, MI    48377





You are being asked to be in this research study because research requires blood and potentially biofluid samples (such as pee or spit) that are “normal” to use in research. This form explains the study.  After reading this form, you can decide to be in the study or you can decide not to be in the study.  Either choice is okay.  If you decide to start the study and then change your mind, you can stop being in the study at any time.  

Please ask the study doctor or study staff to explain anything you do not understand.  They will answer all the questions you have.  You can ask questions about the study at any time.  

If you want to talk to the study doctor alone please ask.

What is this Research Study about?
The study doctor is providing your sample to researchers looking to create medicines and tools. The study doctor wants to provide these samples to these researchers so they can better understand how a normal child’s blood and biofluids respond to different scenarios, differently than adults. About 2500 subjects will participate in this study every two years.

What Will Happen to me in this research study?
If you want to be in the study, here is a list of things that will happen:
· You will have only one visit for the study unless you and your parents/legal guardian decide to do more.
· We will collect a blood sample (450 mL, or about 30 and a half tablespoons, or if you are pregnant, 40 mL of blood, or just over 2.5 tablespoons) from a vein in your arm using a small needle and potentially collect what is called a biofluid like urine (pee) or saliva (spit).  This will happen one time, unless you and your parents/legal guardian decide to do more.

What side effects Will there be?
You may feel a small amount of pain when blood is taken from your arm.  Tell the study staff and your parent/legal guardian right away if you do not feel well or think you might have a side effect. Collecting biofluids should not create any side effects, but you may need to wash your hands.

Will this affect my health?
Participating in this study will not make you sick if you are well.  Your participation may allow researchers to create future medicines that may become available for testing, but that will not be part of this study.  

Will what I say be kept private?
What you tell the study doctor or anything else about you may be written down.  What is written down about you will be seen by the study doctor, and other people who run and manage the study.  People who make sure that the study is being done the right way may also see it.  If the information about the study is sent anywhere else, it will not have your name on it.  

What if I don’t want to be in this Study?
You do not have to be in the study if you do not want to. You can also decide to start the study now and then stop being in it at any time. No one will be mad at you if you decide not to be in the study or decide to stop being in it later. Your regular doctor will still take care of you.  

Statement of Assent
I would like to be in this study.

__________________________________
Printed Name of Child Participant

__________________________________			___________________
Child Assent Signature						Date


__________________________________
Printed Name of Person Obtaining Assent

__________________________________			___________________
Signature of Person Obtaining Assent				Date
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