VERBAL Assent Script to Take Part in Research

	FSU IRB Standard Child Verbal Assent Template

for Social, Behavioral and Educational Research (SBER)

DIRECTIONS:
1. The purpose of this template is to provide sample text for creating a child verbal assent script for your SBER study.

2. An assent script is generally used with young children, or may be used with individuals who are developmentally delayed or affected in some way that they are unable to read or comprehend the standard written consent. A full informed consent and/or parent permission form will be signed by the parent or the child guardian.

3. Delete this entire section, the page break following these directions, and any other green text box in this template BEFORE submitting your verbal assent script to the IRB/OHSP, otherwise your script will be returned to you to conform accordingly.

4. This template is only for use in SBER studies that involve no biomedical procedure, such as any procedure used to diagnose, cure, mitigate, treat or prevent disease or other condition; use of any drug, device, biologic or supplement; and collection, storage, maintenance or use of any biospecimens.

5. Modify this script so that it accurately depicts your own study. Instructions in the green text box include areas where you will need to explain the specifics of your study or edit the text. The [red text in brackets] must be replaced with study specific information, or removed. Other red text provide options that should be selected where applicable, and/or may be deleted if not otherwise applicable to your study. The remaining black text in regular font may be modified BUT ONLY IF the changes are appropriate and still meet the required elements for assent. For example, if you are not video- or audio-recording participants, you can delete all statements related to recording. Importantly, fill in any passages introduced by a ____ [blank], referring to the instructions in the related green text box.

6. The language used in the script must be commensurate with the participant’s age, maturity and psychological state. Tailor the script to prospective participants with the lowest educational attainment. 

There may be additional information you need to provide to explain your study or to better inform and protect your participants. The FSU IRB will so inform you pursuant to its review of your study and this assent script.

If you have more than one assent script, please clearly label each script by inserting a distinguishing header or footer to identify the intended subject sample (e.g., Sixth Grade Assent Script vs High School Assent Script; Florida Child Assent Script vs California Child Assent Script). However, there may be no need to use more than one assent script if different subject sample groups will be taking part in the same study activity (e.g., surveys, focus groups or interviews, even if there are some differences in specific questions or measures) or where there is no different state legal requirement for child assent.

Ensure consistency between the assent script and the description of the study and the assent process in your protocol; if there is substantive inconsistency, both will be returned to you with instructions to render consistent. 

As you are writing the assent script, remove any green text box areas and all instructional text contained inside the text boxes. There should be no instructional text (including these instructions) in the final version of your assent script.


Title of Research Study: 

Principal Investigator: [First Name Last Name, affiliation. You can include the name of the interviewer as a study team member]. 
SCRIPT
	This is the beginning of the verbal script. Read out the text below.


Hi my name is [insert name of person doing the assenting].  If you have any questions about what I am telling you, you can ask me at any time.
I want to tell you about a research study we are doing. In this study, we want to find out more about [describe the purpose of the study, preferably in one simple sentence]. 
You are being asked to be in this because you are [provide a statement about inclusion criteria, i.e., 5 years old and getting ready for the first grade].
If it is okay with you, I will ask you to [using age or ability appropriate language, insert a simple description of the activities that the child will be asked to do or how the child will be involved in the study, and how long child’s participation will last, such as answer questions, take tests, watch videos or look at pictures, perform certain tasks, be videotaped, take part in activities or exercises, etc. Some examples: (1) I would first ask you to read some questions on a piece of paper and then you would mark your answers on the paper; (2) I would ask you questions and then you would say your answers out loud; this won’t take very long; (3) I will ask you to take a test; the test will help me to understand what you know].
Some of the things that we will ask you to do might make you uncomfortable or be hard to do. Some of the questions or tests might be hard to answer. If you get too tired or if this seems too silly just let me know. If you want to stop at any time, just tell me and we will stop.  

	State the realistic risk of harms or discomforts involved in the research. The risks of harms and discomforts should always match those stated in the IRB application.


You don’t have to be in this research study. It is up to you. You can say yes now and still change your mind later. All you have to do is tell me. No one will be mad at you if you change your mind. 

Your parents say it is okay for you to be in this study. If you have questions for me or for your parents you can ask them now or later. 

Do you have any questions? Are you willing to ____ [insert the activities described above]?
	This is the end of the verbal script. The Research Team Member obtaining verbal assent from the participant must complete the sections below.


Child’s/Participant’s response:
 FORMCHECKBOX 
Yes




 FORMCHECKBOX 
No

Check which applies below:
 FORMCHECKBOX 
  The child is capable of understanding the study

 FORMCHECKBOX 
  The child is not capable of understanding the study

 FORMCHECKBOX 
  The child’s parent or guardian has already signed a consent document.
Printed Name of Child Participant





	If appropriate or out of respect for the child, invite the child participant to sign next to their printed name if they want to sign.


Researcher’s Signature

I have fully explained the research study described by this form.  I have answered the participant and/or parent/guardians’ questions and will answer any future questions to the best of my ability.  I will tell the family and/or the person taking part in this research of any changes in the procedures or in the possible harms/possible benefits of the study that may affect their health or their willingness to stay in the study.

_____________________________________________



Printed Name of Research Team Member Obtaining Assent




____________________________________



Signature of Research Team Member






Date
Time
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