UNIVERSITY OF NOTRE DAME ASSENT STATEMENT FOR RESEARCH

[Insert Protocol Title]
[Insert Principal Investigator Name]

RESEARCH STUDY
We are doing a research study, which is a way to learn new things. We are doing this study to learn [Insert study purpose]. We want to ask you if will be in our study. We are asking you to be in our study because [Insert explanation for including the potential subject]. You do not have to be in our study, and after we tell you more about it we will ask if you agree to be in our study.

WHAT IS THE STUDY?
We want to tell you about the things that will be done in this study.

The study will take place at [Insert study location]. We think the study will last for [Insert study duration]. If you agree to be in our study, we will ask you to do these things: [Insert simple and concise description of study procedures].

WILL ANYTHING BAD HAPPEN DURING THE STUDY?
Sometimes bad things may happen to people who are in research studies. These bad things are called “risks.” The risks of being in this study are [Insert description of potential risks].

Not all of these things may happen to you. It is possible that none of them will happen to you. Some things may happen that the researchers don’t know about yet. If we learn anything new while the study is happening, we will tell you.

WILL ANYTHING GOOD HAPPEN DURING THE STUDY?
Sometimes good things may happen to people who are in research studies. These good things are called “benefits.” The benefits of being in this study are [Insert description of potential benefits].

We don’t know for sure if you will have any benefits.

[If there are no anticipated direct benefits, insert the following:] We hope to learn something that will help other people.

WILL I GET MONEY FOR BEING IN THIS STUDY? 
[Insert one of the following:]
You will not get money for being in this study.
or 
You will get money for being in this study, [Insert simple and concise description of payment]

WHO CAN I ASK A QUESTION ABOUT THIS STUDY?
[bookmark: _GoBack]If you have questions about this study, you can ask your parent, guardian, or the researcher. If you think of questions later, you can still ask them.  

If you don’t want to be in this study, you don’t have to.  It’s up to you.  If you say you want to be in it and then change your mind, that’s OK.  All you have to do is tell us that you don’t want to be in it anymore.  No one will be mad at you or upset with you if you don’t want to be in it.

MY CHOICE
If I write my name below, I agree to be in this research study.


Subject Printed Name:	

Subject Signature:	Date:	

Printed Name of Person Obtaining Consent: 		

Signature of Person Obtaining Consent:	Date:	
[Insert Protocol-specific version number]
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