{Use departmental letterhead}

SUBJECT ASSENT

MEDICAL
STUDY TITLE

I am invited to be in a research study being done by {name}.  When a patient is in a research study, they are called a “subject”.  Research studies are done when doctors want to find new ways of treating patients.  I am invited because {condition which renders the child eligible}.

This means that {list procedures and use teaspoons to describe amounts such as blood or medicine.}  I will (for example: take the new medicine that may or may not work for my disease or condition.  Sometimes this new medicine might cause) {list risks of procedure using phrases such as “might cause a bruise” or “may make me sick to my stomach”}.
If I am in the study, I will {list duration of participation using phrases such as “come to my doctor’s office 4 times” or “be in the hospital for one week.  When I get out of the hospital, I will come to my doctor’s office for a check-up.”}
My family and my doctor and nurses will know that I’m in the study.  If anyone else is given information about me, they will not know my name.  A number or initials will be used instead of my name.

I have been told about this study and know why it is being done and what to do.  I know that my parent(s) have agreed to let me be in the study.  I also know that if I have any questions I can ask  {name} or the study nurses and they will answer my questions.

Signature of Subject




Date Signed

Signature of Parent/Legal Representative

Date Signed

{*NOTE:    Do not use “voluntary” or “refuse” or “withdraw”, unless you intend to let the child refuse initial parental consent.}

