INSTRUCTIONS FOR COMPLETING THE 
FIU CHILD MRI ASSENT FORM TEMPLATE
Important - Please review the following as you prepare your document:

· PLEASE DELETE this instruction page after you have read the information.  Please also delete all information in [brackets] and italics from the template in the final document.  This information is meant only as a guide for researchers in preparation of the document.  
· You should select a font that is easy to read such as Times Roman or Arial and use a font size no smaller than 12 point.  Make the font color black in the final document.  Separate large blocks of text into paragraphs.  Text should line up along the margin.

· The assent document must be written using lay language, at a reading level that is appropriate for the participant population.  Please adjust the wording in this sample template to ensure that the wording is at an age-approriate reading level.  The following link provides instructions on how to check the reading level in Microsoft Word:

· https://support.office.com/en-gb/article/Test-your-document-s-readability-85b4969e-e80a-4777-8dd3-f7fc3c8b3fd2  
· Do not use language copied from the protocol or a grant proposal; avoid technical jargon.  The form should be written as if the investigator and participant are engaged in conversation.

· The use of language in the first-person tense is not permitted (e.g., "I understand that ...") because it can be interpreted as suggestive, may be relied upon as a substitute for sufficient factual information, and can constitute coercive influence over a subject. Therefore, please use second-person language in the document (e.g., “You understand that…”).  

· Note:  The only exception to this rule is the last sentence of the assent form template (Participant Agreement), which should remain in first-person tense.

· The use of bulleted lists and/or tables may be helpful to explain study procedures, timelines, inclusion/exclusion criteria, etc.  

· All pages must contain a 1 inch margin on all sides to allow for sufficient white space and space for the IRB validation stamp.

· All pages must be numbered and should follow the following format “page X of X.”

· When appropriate, write the full name of all acronyms that are mentioned within he document. 
· The FIU logo needs to appear at the top of the first page of the Child Assent Form.
If you have questions concerning use of the template or need assistance preparing the Child Assent Form, please contact the FIU IRB Coordinator at 305-348-2494.   
Template Version Date:  January 10, 2019
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CHILD ASSENT TO PARTICIPATE IN A RESEARCH STUDY
[Insert Title of Study]
WHY ARE YOU DOING THIS STUDY?
We would like for you to be in a research study we are doing.  A research study is a way to learn information about something.  We would like to find out more about [insert the purpose of the study].  

HOW MANY OTHERS WILL BE IN THIS STUDY?
If you agree to participate in this study, you will be one of [insert the total number of subjects] children in this research study.
WHAT WILL HAPPEN IN THIS STUDY?
If you participate in this study, we will ask you to do the following things:

[Explain tasks and procedures].  (Subjects should be told about video or audio taping, assignment to study groups, frequency of procedures, etc.)
HOW LONG WILL THE STUDY LAST?
Your participation will require [insert the duration of the study].  (Please provide the number of hours, days, weeks, months, etc for participation)
CAN ANYTHING BAD HAPPEN TO ME?
(The text provided in the paragraphs below is required language for MRI studies). 

Some people might get scared or feel uncomfortable lying in a small place.  You can let us know if you want the machine to stop to get out.  The machine makes lots of noise when it is working, so we will ask you to wear earplugs or headphones.  If there is a chance that you could be pregnant, you should not participate in this study.  
(List any other risks that may be are associated with the child participating in this study, including the likelihood of the risk.  Please list physical, psychological, societal, or economical risks.)
CAN ANYTHING GOOD HAPPEN TO ME?
The following benefits may be associated with your participation in this study: [list the benefit(s)] (The benefits to the subject and/or society must be stated.  If there are no benefits to the subject, state that fact here, then state the benefit to society.)
DO I HAVE OTHER CHOICES?
There are no known alternatives available to you other than not taking part in this study. (Insert information about any applicable alternatives here.)
WILL ANYONE KNOW I AM IN THE STUDY?
The records of this study will be kept private and will be protected by the researchers.  [Explain any additional confidentiality procedures here].
WILL I BE GIVEN ANYTHING FOR PARTICIPATING?
You will receive a payment of [include payment or reimbursement information here] for your participation. (If subjects receive class points or some other token, include that information here). You will not need to pay for anything to participate in this study.  (If costs are associated, please state them here).
WHAT IF I DO NOT WANT TO DO THIS?
You do not have to be in this study if you don’t want to and you can quit the study at any time.  No one will get mad at you if you decide you don’t want to participate.
WHO CAN I TALK TO ABOUT THE STUDY?
If you have any questions about the research study you may contact [name of investigator] at [location], [phone number], [e-mail address].  If you would like to talk with someone about your rights of being a participant in this research study, you may contact the FIU Office of Research Integrity by phone at 305-348-2494 or by email at ori@fiu.edu.

PARTICIPANT AGREEMENT

This research study has been explained to me and I agree to be in this study.  
__________________________________        


__________________

Signature of Child Participant





Date

__________________________________
Printed Name of Child Participant
________________________________



__________________

Signature of Person Obtaining Consent



Date
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