Sample Assent Form for Children

(Use Letterhead of Principal Investigator’s Office Practice or Carilion Facility to include

the address and telephone number of  where the researcher is located.)

What is the name of the study? What is it for?

Tell the child the name of the study and explain, in terms appropriate to the age of the child, the purpose of the study.

Why me?

Explain to the child which condition s/he has and how this condition makes her/him eligible for the study.
What will I have to do?

Explain, again, in terms appropriate to the age of the child, the exams, tests and/or treatments that are requirements of the protocol.  Tell her/him about any procedures that are experimental, and any that are part of routine care, and how much time will be expected of her/him.

How long will it take?

Tell the child how long s/he will be involved in the study.

Will it hurt?

Explain, in terms appropriate to the age of the child, the risks involved in the study.

How will this help me?  How will this help other children?

Tell the child how s/he may expect to benefit and/or how the knowledge gained from the study may reasonably benefit other children.

Will I get paid?

Tell the child if s/he will receive money for participating in the study.

What if I want to stop?

Explain that the child can choose not to be a part of the study, and that if s/he decides to participate, s/he can stop being a part of the study at any time s/he wants, that s/he will not get in trouble if s/he says they do not want to participate.  Also explain that the doctor may not allow the child to continue if s/he thinks that the treatment may be doing harm to the child.

Are there any other choices?

Inform the child, in terms that are age-appropriate, of her/his choices other than participation in the study.  

Who can I ask questions?

Tell the child that s/he can ask the doctor any questions about the study s/he likes, and that if s/he thinks of more questions later, they may ask the doctor those questions, too.

Assent

Signing here means that you have read this paper or someone read it to you and that you are willing to be in this study.  If you don’t want to be in this study, don’t sign.  Remember, being in this study is up to you, and no one will be mad at you if you don’t sign this, or even if you change your mind later.

	The research has been explained to me and I agree to take part.

________________________________________

Printed Name of Minor

_______________________________________________________

Signature of Minor                                      Date




	I certify that I was present for the assent discussion and that the subject had an opportunity to ask questions and appeared to understand the information presented and agreed to participate voluntarily in the research.

________________________________________

Printed Name of Person Obtaining Assent

_______________________________________________________

Signature of Person Obtaining Assent       Date




	________________________________________

Printed Name of Investigator

_______________________________________________________

Signature of Investigator                                      Date
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