St. Luke’s University Health Network

Principal Investigator: INSERT PI NAME
Abbreviated Title: INSERT ABBREVIATED TITLE OF PROTOCOL
Telephone: INSERT TELEPHONE NUMBER
IRB Control #:

Sponsor: INSERT SPONSOR NAME
Page 1 of 15
St. Luke’s University Health Network

Principal Investigator: INSERT PI NAME

Abbreviated Title: INSERT ABBREVIATED TITLE OF PROTOCOL

Telephone: INSERT TELEPHONE NUMBER

IRB Control #:

Sponsor: INSERT SPONSOR NAME
Page 3 of 15

St. Luke’s University Health Network

Assent Document for Human Subjects Research 
Department:      
Principal Investigator:       




Telephone:      
Co-Investigator(s):      





Telephone:      
Medical Study Title:      
Lay Study Title:      
Introduction

You have been asked to be in a research study. Research studies are done when doctors want to try to find new ways of treating people. 

Your parent(s) know about this research study
Why are you being invited?

(Use lay language and ensure that the language and information is age appropriate).    

You are invited to be in this study because (insert the reason why they are being asked (i.e. you have a certain type of cancer or blood disease).  The reason for doing this study is (identify and define the purpose of the study in lay terms) 

What will you be asked to do?
(Use lay language and ensure that the language and information is age appropriate).    

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 <e.g., come to the doctor’s office> for a check-up<e.g., have blood work.
If you decide to be in the study, it will last about (state how long it will take to participate)
If a pregnancy test will be conducted due to the research, explain whether the parent(s) will be informed of the results.

Will anything make you feel bad while you are in the study?

(Example language as applicable).  

Some of the questions may be hard to answer and you may not like trying to answer them.  

The medicine you take may make you feel sick. 

 It may hurt a little when they take blood. 

There is also a chance that something could happen that we do not know about
What if you don’t want to be in the study?

You do not have to be in this study. No one will be mad if you do not sign this paper or even if you change your mind later. You can ask the researcher or study nurse questions any time about anything in this study. You can also ask your parent(s) questions you might have about the study.  

Who will know you are in the study?
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.

Will anything good happen while you are in the study?
Describe benefits to the subjects.

If there is no direct benefit to the subjects, use this text:  

This study may not help you, but what we learn from the study may help other people.
Will I be paid for being in this study?
Describe whether there is payment for participation, and if so, who will receive payment (the child or the parent/guardian/legally authorized representative.)
Your will/will not (choose one) receive payment for your participation in this study.  
What if you don’t want to be in the study?
You do not have to be in this study. No one will be mad if you do not sign this paper or even if you change your mind later. You can ask the researcher or study nurse questions any time about anything in this study. You can also ask your parent(s) questions you might have about the study.  

Minor Participant Signature
I have been allowed to ask questions and my questions were answered. I agree to be in this research. I understand I will receive a copy of this after I sign it.  

________________________          _______________

Printed Name:                                      Date
________________________
Signature: 

________________________    
Name of Person Conducting 
(Authorized Research Staff)

Consent








​​​​​​
_____________
Signature of Person Conducting 
Date

Consent
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