SAMPLE KID’S ASSENT FORM

Institutional Review Board-North Carolina A&T State University

SAMPLE ONLY

North Carolina A&T State University
[Title of Research Study]

Kid’s Form 

for Saying Yes to Be In Research

You Are Invited 


You are invited to be in this research study about [what].  If you say yes, you will be called a “subject” in this “research study.”
What Research Is
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“Research” (say REE-surch) means trying to learn about something in an organized way.  You may have done research in school by reading books at the library.  Or maybe you have studied mammals by watching your own pet or visiting the zoo.  Grown-up researchers do this too.

Research often takes teamwork!  Scientists need help to do it.  They need things to study the ideas that excite them--like bugs, plants, even animals and sometimes humans (people).  Creatures who help scientists by being studied in research are called “subjects.”   Scientists study subjects, just as you study English or math as a subject in school.  

People can have lots of reasons for being in research.  Sometimes people receive care or medicine from scientists while they are being research subjects.  But not always.  Some subjects don’t expect to gain anything from being a subject.  You and your parents should have a clear idea of why you might say yes to being a human subject.  

Here are some examples of why some people agree to be research subjects:

· They are sick and the research offers them a new drug that they hope will help them get well.

· They are healthy but someone they care about is sick.  They want to help make a cure for the disease their loved one is suffering from.  

· They want to be a little part of a big project that might help a lot of people live healthier someday.

· The research is not risky and they think it would be cool to see what happens.  They want to hear about what the researchers find out.

Why YOU Are Invited 



You are invited because [are age X] and we need about [how many in sample size or target enrollment] kids like you to find out more about [study topic].

Who WE Are
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We are the researchers: [names] .  We work and teach at the North Carolina A&T State University. (That is a school for grown-ups!)


We get money to do this research from [sponsor, delete if not applicable], an office that supports learning about [topic] [or a company that makes medicine for [disease]].

Your Choice




Before you can decide if you want to be a research subject, the researchers must explain everything about it to you and your parents.  They have to tell you in a way you understand.  (Your parents also have to say OK for you to be a subject.)  This form tries to go over it all, but you should have a talk with the researcher too.  If you have any questions at all, JUST ASK!  


If you say no to being a subject, no one has the right to be mad at you.  ☺[if appropriate: If you would receive medical help from being a subject, the researchers will listen carefully to your parents’ wishes because their job is to do what will be best for you.]  You can also say yes, and later if you change your mind, you can quit the study.  If this happens, or you say no from the start, it will be just the same as if you never said yes at all.  It is you and your parents’ choice.

What Will Happen 


You will be [sitting, lying, etc.] in [a room like a doctor’s office, classroom, etc.]

· First, you will…



[Photos, Webdings, Symbols, Time Lines, etc.]

· Next, you will…

· Then, you will…
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· Lastly, you will…

[State how much time each procedure will take and the total time.]

[Describe volume in teaspoons or tablespoons, or other household units.]

What May be Risky, “Uncomfy” or Boring 

· [Procedure #1:] This may feel like a [tiny prick, buzz, tickle, etc.] but it will not be painful unless [you have extra-sensitive skin, etc.]  It is [possible, but very unlikely, etc.]  that you would [faint, etc.] … You may feel bored…The [equipment] may be loud/not comfy/etc.

· [Procedure #2:]  

· [Etc.]

What Good May Come From Your Being a Research Subject
(

A “benefit” is something good or helpful.  (We don’t count money as a benefit in research.)  Researchers usually hope that their research will have a benefit to somebody.  Here are some examples of benefits: getting healthier, feeling good, free medicine, cleaner water, new information you didn’t know before. 

· This research will not give you any benefit./This research may or may not benefit you – we don’t know for sure.

· You may or may not feel good about helping with this research.

· The research team hopes to help patients with [disease}

Your Other Options 
(

[You can get this medicine/information without being in the research by asking your doctors.]


You can choose not to be in the research.

Money Matters
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Payment You will be given a [what: gift certificate for $--, a small toy, a cool sticker] at the end of the research.  Your parents will not be paid/will be paid for what they do, not for what you do as a subject.  We will pay for your bus fare/parking spot/parents’ time for being a subject.


Costs  It will not cost you or your parents anything for you to be a subject.  [If parents/insurers will be billed for any costs, say so.]

Information About You!


The researchers will want information about you.  This is what they will want: [list]


The study will take place in [ where, is it private, etc.] [Photo, map, picture, tour]

Who Gets to See Your Information 
(

The only people who will be allowed to see your information from the research are: the researchers, [your doctor, nurses and their office helpers/school counselor, etc.].  It is also possible that workers from two offices might look at it: first, the office that gives the money for this research.  Second, the office that watches out for subjects in research.    

In Case You Get Hurt


You probably won’t get hurt being a research subject.  But if you do, we will get you to a doctor or nurse for care right away.  

Questions?  People to Call
(
· For questions about the research or if you get hurt being a subject, call [PI, etc.]

· For questions about your rights as a subject, call 617-432-3862 (the Human Subjects Committee at Harvard School of Public Health).

· It is OK to leave a message, too.  Someone will be glad to call you back to talk.

Signing Your Name 


IF you say YES to being a subject in this research, sign here:

(______________________________________

Your Name

Please PRINT your name here: (___________________________________________

Today’s Date: (___________________________

( YOU SHOULD GET A COPY TO KEEP! 
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