EXAMPLES OF CHILD ASSENT FORMS

TITLE

Protocol #

Sponsor:

Investigator: [First, Last name], MD
Saint Luke’s Hospital

816-932-xxxxx

Information about assent for investigators 

A child does not need to fully understand the clinical investigation in order to provide assent, provided the child is capable of having a basic understanding of the interventions and the related procedures. For a complex clinical trial, a child may be able to understand and provide assent if he/she appreciates and agrees to the interventions and/or procedures in the trial (e.g., drawing a blood sample for a test), even though he/she may not be capable of understanding what a randomized clinical trial involves. 

A separate assent form does not need to include all of the elements of an informed consent form, but it should focus on those aspects of the research that may impact on a child’s willingness to participate.

The complexity and comprehensiveness of the information provided in the assent form depends on many factors (e.g., the age, psychological state, developmental level, and maturity of the children to be enrolled in the research).  For example, the information below in the assent template does not describe foreseeable risks, anticipated benefits, or alternatives to the research.  This higher-level information would be important information to include in some assent forms (e.g., when enrolling typical older adolescents).

Example 1
You are invited to be in a research study being done by {name} from Saint Luke’s Hospital.  Research studies are done when doctors want to find new ways of treating patients.  You are invited because {condition which renders the individual eligible}. 
This means that {list procedures and use teaspoons to describe amounts such as blood or medicine.}  You will take the new medicine that may or may not work for your disease or condition.  Sometimes this new medicine might cause {list risks of procedure using phrases such as “might cause a bruise” or “may make you sick to your stomach”}.  

If you are in the study, you will {list duration of participation using phrases such as “come to your doctor’s office 4 times” or “be in the hospital for one week}.  When you get out of the hospital, you will come to {e.g., the doctor’s office} for a check-up.” 

Your family and your doctor and nurses will know that you are in the study.  If anyone else is given information about you, they will not know your name.  A number or initials will be used instead of your name.   

Describe whether there is payment for participation, and if so, who will receive payment (the child or the parent).
If a pregnancy test will be conducted due to the research, explain whether the parent(s) will be informed of the results.
If something makes you feel bad while you are in the study, please tell {name of person} or your parent.  If you decide at any time you do not want to finish the study, you may stop whenever you want.

You can ask {name of person/people to ask} or the study nurses questions any time about anything in this study.  You can also ask your parent(s) any questions you might have about the study.

Signing this paper means that you have read this or had it read to you and that you want to be in the study.  If you do not want to be in the study, do not sign the paper.  Being in the study is up to you, and no one will be mad if you do not sign this paper or even if you change your mind later. You agree that you have been told about this study and why it is being done and what to do in the study.  

Example 2

You are being asked to be in a research project that may help doctors and nurses take better care of you or children who have the same disease {xxxx} that you have.  If you decide to be in the research, you will take a new medicine {or explain use of a device} and have an I.V. needle put into your arm for four hours.  It will probably hurt when the needle is being put into your arm, and you will need to lie down until the needle is taken out.  If you decide to be in the research, you will have blood tests taken from this needle eight times.  

If the study involves a drug and subjects would be of child-bearing age, discuss the requirement for pregnancy tests and birth control.  

Your parents have said that it is okay for you to be in this research.  Being in this research is up to you.  Say “yes” if you want to be in this research and sign your name on the line.  It means you want to be in the research.  If you don’t want to be in the research, then say “no” and don’t sign your name.  You can stop being in the research any time, even if you sign your name today.  No one will be upset if you don’t want to be in this research, don’t want to sign your name or if you change your mind later.  If you want to stop later on, you need to tell mom or dad or the nurse.

_______________________________
___________

______________

Your Signature




Your Age


Date

Example 3 

Your parents have given permission for you to be part of a study that looks at {brushing your teeth and at special eating at school}.  If you decide to be in the research, you will need to only {brush your teeth three times a day at certain times}.  You will not be able to only brush your teeth once, and you must try to brush your teeth at the same time every day even if you don’t feel like it. You will need to keep track in a log of every time you brush your teeth.  

Before the research, you will need to go to the hospital for a check-up and for a blood test.  When you have the blood test, the nurse will put a needle into your arm for a minute and it will probably hurt.  After the special eating at school for six months, you will go back to the hospital for another check-up and another blood test.  

Your parents have said that it is okay for you to be in this research. Being in the research is up to you.  If you sign your name to the line, it means you want to be in the research.  If you don’t want to be in the research, don’t sign your name. You can stop being in the research any time, even if you sign your name today.   No one will be upset if you don’t sign your name or if you change your mind later.   If you want to stop, all you need to do is tell your parents or call the nurse at xxx-xxxx.
_______________________________
___________

______________

Your Signature




Your Age


Date

Example 4 

Child/Adolescent Assent – Registry study

You are being asked to take part in a study because you have {xxx disease}, and your doctor has prescribed {study drug or a procedure involving a study device}.  This study will help us better understand how patients with {xxx disease} are cared for.  

This study will collect information.  No special medicines will be given to you for this study.   During the study, the following things will be done:

· Questions about your medical history

· A physical examination

· A measurement of how tall you are and how much you weigh

· A blood test 

· A breathing test

· Questions about your breathing, other medications, and new health problems

These same tests and measurements may be done every {xx} months for as long as you are in the study.  This study will last for {xx} years. 

You or your parents will receive ${xx} for each visit you complete.  {if applicable}
You do not have to be in the study if you do not want to.  No one will be mad at you if you do not want to be in the study.  If you decide to be in the study and later change your mind, you can stop at any time.  Please ask us any questions about the study and we will answer them.

By signing your name below, you agree to be in this study.  Your parents/guardian and you have been told about the study, and you understand what will be done.  You have asked any questions that you can think of right now.  You can ask more questions if you think of them later.

_______________________________
___________

______________

Your Signature




Your Age


Date

