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Humanitarian Use Device

Assent to Participate
Who are we and what are we doing?  Why are we asking you to do this?

Include a description of the HUD and describe why it is being used.
Example:  We are asking you to let us use a device called <<insert name of HUD>>.  This device can be given to you because you have <<name of disease or injury>> and other treatments have not helped you.
What happens to you?

Describe the procedures and the duration of participation. Describe what will take place from the child’s point of view in a language that is both appropriate to the child’s maturity and age.
Will any part of this hurt you?  
Describe any risks to the child that may result from receiving the device.
Will this help you or anyone else? 

Describe any benefits the child may receive from this device.

Example:  We cannot promise that this device will help you.  However, some benefits may include <<list benefits>>. 
Who will see the information about you?

Explain how the child’s medical records will be kept confidential.  

Example: All of your records about this device will be kept locked up.  The FDA is a group of people that may look at your records to make sure the device is working the right way. 

What if you have any questions?

Include the name and phone number for the PI and state that the child can call if he/she wants to ask any questions.

Example: You can ask any questions that you have about this device. If you have a question later that you didn’t think of now, you can call me, <<insert your name>>, at <<insert telephone number>>, or ask me next time. 

Additional text, if applicable: You may call me at any time to ask questions about your disease or treatment.

Do you have to do this?


The following statement may be included verbatim:

If you don’t want to be given this device, you don’t have to participate. Remember, this is up to you and no one will be upset if you don’t want to participate or even if you change your mind later and want to stop. Please talk this over with your parents before you decide whether or not to participate. We will also ask your parents to give their permission for you to be given this device. But even if you parents say “yes” you can still decide not to do this. 






CONSENT:  
Please include an assent statement written in first person such as the following:

Signing my name at the bottom means that I agree to be given this device.  My doctors will continue to treat me whether or not I am given this device.  My parents and I will be given a copy of this form after I have signed it.
	
	

	Printed Name 
	

	
	
	

	Sign your name on this line
	
	Date


	
	

	Printed Name of Person Obtaining Assent
	

	
	
	

	Signature of Person Obtaining Assent
	
	Date


The following should be completed by the study member conducting the assent process if the participant agrees to be in the study. Initial the appropriate selection:

	__________
	The participant is capable of reading the assent form and has signed above as documentation of assent to take part in this study.



	__________
	The participant is not capable of reading the assent form, but the information was verbally explained to him/her. The participant signed above as documentation of assent to take part in this study. 
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