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CHILD/ PARTICIPANT ASSENT FORM

Note: The Assent Form is to be used for children/participants who are 6 years old and above and who lack sufficient understanding and intelligence to provide consent. 
For children who are 12 to 20 years old and have sufficient understanding and intelligence to provide consent, their consent should be documented using the same Informed Consent Form as their parent(s)/legal representative.

Table 1: Guidelines for assent requirements and documentation
	
	Child has
sufficient understanding
and intelligence*
	Child does not have
sufficient understanding
and intelligence*

	0 to 5 years
	Written agreement of the
child is not required
	Written agreement of the
child is not required

	6 to 11 years
	Assent Form
	Assent Form
(unless waived by the IRB)

	12 to 20 years
	Consent Form
	Assent Form
(unless waived by the IRB)



*In all scenarios, consent from the child’s legal representative (LR) is required,
unless waived by the IRB.

Definition:
Assent means a child's affirmative agreement to participate in research. Mere failure to object and absent affirmative agreement should not be construed as assent.
Minor refers to a person who is below 21 years of age and who has never been married. The term “Minor” and “Child” are used interchangeably.
Legal Representative (LR) refers to a person having capacity who is
a) a deputy appointed under the Mental Capacity Act in relation to the giving
or refusing of consent on behalf of the minor to being a participant; or
b) an adult parent (if there is no deputy), or a guardian of the minor (if there
is no adult parent to act as a Legal Representative of the minor).

You may delete the above paragraphs in the final document.



	Protocol Title:
(Use the full protocol title as used in the DSRB Application Form)
Principal Investigator’s Name:
(Insert name)

	What is this research study about?
You are being asked to be in a research study.  This is because you have [disease or condition].  This study will look at a new (experimental) [drug, device].  

	Why am I asked to be in this research study?
We want to see how well it works and if it is safe that is why you have been asked to participate.

	What will happen if I take part in this research study?
If you say yes, you will have to do certain things, like: [Insert the procedure/ requirement of the child/ participant]

	Will I feel any pain or discomfort if I take part?
[Describe risks or discomforts using simple terms a child would know and
understand; take into account a child’s fears.]

	Could the research study help me get better?
The study [medicine, device, etc.] may not help … you feel better … or … your [disease or symptoms].

	Do I have to be in this research study?
You can choose if you want to be in this study or not.  
· If you say ‘Yes’ now, you can always say ‘No’ later.
· If you decide not to be in the study, no one will be mad at you.  Your doctor will still take care of you.

	What if I have questions?
You can ask any questions you have, now or later.
If you think of a question later, you can ask your parents or have them call the study doctor.

	Other information about this research study?
If you want to understand more about this research study, please tell your
doctor.
You will be given a Participant Information Sheet and Consent Form. It is
the same paper that we give to your parents when we tell them about this
research study.




ASSENT
This research study has been explained to me and I agree to be in this study.


_______________________________	______________________
Child/ Participant Name for Assent  	              Date
(Name and date to be written personally^ by the child/participant) 

^If the child/participant is unable to write his/her name and/or date personally, he/she can affix his/her thumbprint onto the name field (where possible). An impartial witness is required and should complete the child’s/participant’s name and/or assent date on the child’s/participant’s behalf. An impartial witness is also required if the child/participant is unable to read the Assent Form. The impartial witness should personally sign and date under the “Impartial Witness Information” section below. Please note that the impartial witness should not be a member of the study team. 


IMPARTIAL WITNESS INFORMATION


_______________________      ________________	     _______________
Name of Impartial Witness              Signature	                     Date 



DECLARATION BY PERSON CONDUCTING ASSENT DISCUSSION

Check which applies (to be completed by person conducting assent discussion):

· The child/ participant is able to read and understand the assent form and has agreed to take part in this study.
· The child/ participant is not able to read the assent form, however, the information was explained verbally to the best of the child’s/ participant’s abilities. 


_______________________      ________________	     _______________
Name of Person Conducting              Signature	                     Date 
Assent Discussion
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