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PEDIATRIC ASSENT FORM TO 
PARTICIPATE IN A RESEARCH STUDY
(Subjects Age 7 to 17 Years)

NOTES: 	
If a study is one where there is direct benefit to the participants and the consent of the parents or guardians will be operative (a refusal by the child to assent will be ignored) then consideration to omitting assent is recommended. Assent is not intended to be a “pro forma” process, but one in which the child is an active, and relevant, participant in the decision to proceed with research project participation.

Where appropriate, consideration might also be given to separate assent documents for children of differing ages (e.g., 7 to 11, 12 to 17) if that might increase the usefulness of the information conveyed to subjects of those ages.

	Title:
	X



	Principal Investigator:
	X

	Phone:
	(000) 000-0000

	Sub-Investigators:
	X

	Phone:
	(000) 000-0000

	Clinical Study Team:
	X

	Phone:
	(000) 000-0000

	MHS Project No.:
	X

	
	

	Protocol No.:
	X

	
	

	Sponsor:

	X
	
	



The highlighted text should be modified as appropriate for any given study. In addition, any other information which will inform the child as to study procedures and help to make their assent a relevant one should be included. The items listed below are not intended to be exclusive.
1.	You are being asked to participate because your doctor and his/her helpers want to learn more about your disease and maybe make you better.
2.	You can ask questions about what your doctor and his/her helpers are doing, and things will be explained to you in a way that you understand.
3.	You will have medicines given to you that may make you feel bad.
4.	If the medicines make your head or stomach feel bad that you may be given other medicines to help you feel better.
5.	Your doctor and his/her helpers will tell you what activities you can participate in during your treatment.
6.	There may be a chance that the medicines your doctor gives you may make you better. There is also a chance that the medicines may not make you better.
7.	You may keep a copy of this paper.
My doctors are Dr. _______ and Dr. ________. I can call them at ________ if I need to ask a question.


________________________			_________			
Signature of Subject	Printed Name of Subject	Date	Time



Certificate of Person Obtaining Assent
I have provided an explanation of the above research study, and have encouraged the subject to ask questions and request additional information regarding the study, its risks and complications and possible alternatives.  A copy of this assent form has been given to the subject.



					
Signature of Person	Print Name of Person	          Date
Obtaining Assent	Obtaining Assent 
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