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1.) GUIDELINES 
What is assent and why is it required? 
Assent is defined as an adult or child’s affirmative agreement to participate in research.  

Child Assent 
Children are defined as persons who have not attained the legal age for consent.  While 
children may be legally incapable of giving consent, they still have the right to be asked whether 
or not they wish to participate in research.  The federal regulations governing human research, 
45 CFR 46, require the assent of the child, or minor (In California the requirement for written 
assent is for any child over 6 years of age; verbal assent should be obtained at any age  
considered appropriate), and the permission of the parent or legal guardian to participate in 
research.  The child's assent (in addition to the parent's consent) should be an explanation of 
the proposed research procedures in a language that is appropriate to the child's age, 
experience, maturity, and condition.  This explanation should include a discussion of any 
discomforts and inconveniences, in non-technical terms, the child may experience if she or he 
agrees to participate.  When obtaining assent from a minor, different forms for different age 
groups should be considered.  A 17 year old should not be required to read the same form as an 
8 year old.  Typical age group divisions when preparing the Assent Form(s) are 7-9, 10-12, 13-
15, and 16-17.  

Adult Assent 
The standard for capacity states that for an individual to be able to give or withhold consent 
they must be able to comprehend and retain treatment information, be able to believe the 
information and weigh it in the balance and arrive at a choice.  Assent may need to be obtained 
from an adult who may not capable of providing informed consent due to neurological 
deficiencies or disease (e.g., Alzheimer’s, stroke, etc.). When doing research with these adults, 
assent must be obtained each time the subject is seen for involvement in a research activity.   
This is because day-to-day mental status and temperament can be variable, and it is the 
subject’s right to not want to participate.  In some cases an adult subject may have a caregiver 
that will need to be included in the research to assist the subject or who may need to arrange 
for transportation to scheduled research visits.  If a caregiver is involved a consent form for the 
caregiver’s participation and consent may also need to be considered. 
 
Basic elements of preparing the assent include but are not limited to the following: 
• Simple statements and wording  
• Non-coercive language 

This document contains 1.) Guidelines for writing an assent form that is IRB 
acceptable, 2.) Required components of assent, 3.) Sample language, and 4.) 
Documentation. 



 
 
• Description of who will be conducting the study and who will be interacting with the 
participants during the study 
 
GENERAL INFORMATION: 
Reading Level 

In order to keep assent documents easily understandable, you should write the 
document at a level appropriate to the subject population.  Your goal should be to tailor the 
document to the subject population, avoiding technical jargon or overly complex terms, using 
straightforward, plain English so participants can fully understand the implications of 
participating in the research. 
Formatting  

In general the Assent document should be less formal than the informed consent 
document (parental, caregiver, etc.).  The important aspect is that the document can be clearly 
read and understood or that the text can be clearly read to and understood by the child or 
adult subject.  

Assent does not always need to be its own separate form.  In the case of a child, if the 
child is bringing the form home along with the parent informed consent, an Assent Section can 
be incorporated on the last page of the of the informed consent document.  This allows for the 
parents to read through the assent with the child.  The assent section should still be written at 
an age appropriate level.  
 
2.) REQUIRED COMPONENTS 
• Information on who is conducting the study and who will be interacting with the 

participants during the study. 
• Brief description of what will happen in the study; what specifically the subject will be asked 

to do. 
• The time requirement for participating in the research; how long will it take, and how many 

times. 
• A description of where and when the research will take place. 
• A statement or section ensuring that it is okay to ask questions, and how to go about asking 

them, whether during the study or experiment, or at home discussing the study with a 
parent.  If at home or outside of the research activity, the child should be instructed to have 
their parent call the primary investigator to discuss any questions.  

 
3.) SAMPLE LANGUAGE  
Your assent form should be written specifically for your participants and must include 
information appropriate for your particular research study.  Here are some examples of sample 
wording for reference.   
 

• “Please let me know if you do not understand something. “  



 
• Provide a simple summary of what the procedures will be, i.e. “I will be sitting in and 

watching your class for during the next week and I may ask questions of you individually or to 
the class. . .” 

• “You may ask any questions you have now or at any time during the study.” 

• “If you have any questions at home please talk to your parent or guardian.  You may also ask 
your parent or guardian to call the study investigator for more information.” 

• “You are being asked to help with a research project.  This project is looking at. . . “ 

• “What you will be doing section” 

• “Things to know section”  

•  “There are no right or wrong answers and your participation will not affect your grade or 
other classroom activities. . .” 

 

4.) Documentation  
Unless there is documentation the assent or agreement does not exist.  For this purpose it is 
required that the investigator document their assent process.  This entails:  

• Keeping the original signed assent form in the research file and providing a copy of the 
signed written assent to the child or parent/guardian/caregiver 

• Written documentation in the research file detailing who obtained assent and when 
assent was obtained  

• Written documentation of the witnesses present during the assenting process. The 
witness may be a parent but may not be a member of the research team. 
 

The verbal explanation and/or discussion with the child/adult during the assent process should 
also be documented in the research file.   This is to ensure that a complete record of the assent 
process including that the subject was assessed and appeared to understand his or her 
participation in the research and had an opportunity to ask questions; and what individuals 
were present during the assent process is documented in the research record.  
 
For questions about Assent, please contact the IRB at 714-628-7392 or irb@chapman.edu  
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