	
	
	



Insert Hospital Here
Documentation of Assent from Pediatric Subjects

Title:  Pediatric Heart Transplant Society (PHTS)

Principal Investigator:  INSERT PI NAME HERE

Subject age: _______years. 

1._____ (<6 years) NO ASSENT REQUIRED 

2._____ (ages 6-10) VERBAL ASSENT 
The study and the treatment have been explained to this child in an age-appropriate manner. The child has asked questions, verbalizes understanding of the information, and provides verbal assent.


________________________	______________	____________
Person soliciting assent		Date			Time

3._____ (ages 11-16) WRITTEN ASSENT See attached Written Assent document.

4._____ (age 17) READ/SIGN MAIN CONSENT DOCUMENT WITH GUARDIAN 

5._____ (any age) UNABLE TO PROVIDE ASSENT 

In my opinion, this child cannot give informed assent.
Reason(s):__________________________________________________________________________________________

__________________________________________________________________________________________________


_____________________________________          ___________         __________
Person Obtaining Assent                                                  Date                         Time













WRITTEN ASSENT DOCUMENT



Title:  Pediatric Heart Transplant Society (PHTS) 

Principal Investigator:  INSERT PI NAME HERE

You are being asked to take part in this research study because you need a new heart and are 18 years of age or younger.

[bookmark: _GoBack]The Pediatric Heart Transplant Society (PHTS) collects information from many hospitals that give children new hearts.  This information is combined so that we can learn more about children who need a new heart.  

You will not have to do anything extra if you are in this study.  The study team will collect information about you before and after you get a new heart from your normal visits to the doctor or the hospital.  Your initials and birth date are included in the data. 

The information will be sent to the Data Coordinating Center at the University of Alabama in Birmingham. Your information is combined with information about other children who needed a new heart.  By joining all the information, we can learn more about the best way to take care of you and children like you.  

If you agree to be in the study, sign here:



_____________________________________              ___________                __________
Participant                                                                            Date                                Time
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