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Using Children as Research Participants:  the Assent Process and Document 
"Assent" typically refers to a child's agreement to participate in research; that is, to say "OK."  Assent may be obtained by talking with the child and supporting that discussion with a written assent document appropriate to the child's age and comprehension level or by noting the assent in the research records.  In determining if children are capable of giving meaningful assent, the IRB will take into account the ages, maturity, and psychological state of the children, either individually or as a group, as it deems appropriate. 
Children's ages and maturational levels are only gross indices of mental level and reasoning capacity.  For example, young children can best understand very concrete explanations; after 12 or 13 years of age, most can adequately deal with abstract ideas. Pictures are often used to clarify concepts to children – and adults.  A child's level of comprehension and reasoning will be altered by anxiety and physical or emotional disturbances. 
Every assent process and document should include the following:

1. an explanation of the purpose of the protocol; 
2. what is required of the child; 
3. what the child will experience while participating in the protocol (e.g., not going home, separation from parents, presence of other patients); 
4. an explanation of risks, discomforts, or inconveniences; and 
5. a description of benefits to the child or to others. 
The PI, in consultation with the UMCIRB, will decide if the protocol requires an assent document for the child in addition to a permission form for the parents or guardian.  The decision will be based primarily on the expected level of comprehension of the proposed research participants.
The parents or guardian of a child participant must be fully informed and given a parental permission document to read and sign before their child can participate in the research.  If the child is between the ages of 7 years and 12 years or cannot read, oral assent must be obtained from the child.  This assent can then be documented in the research records.  The parent's or guardian's signature indicating parental permission is in addition to the one confirming oral assent.  The following should be placed on the signature page of the consent form that the parent(s) sign to assist in the documentation of these occurrences:
“By initialing in the following places, the parent/guardian and investigator indicate their opinion that the patient is too young or otherwise not able to give consent/assent.”

_______Parent/Guardian



_________Investigator
Any research involving children requires their assent in one form or another, except when the IRB determines that (a) the capability of the child to be involved in the assent process is limited because of age, state of consciousness, or other factors, or (b) the research holds out a prospect of direct benefit for the child that is not available with any of the current alternatives.  In the latter case, the regulations recognize that parents and physicians control treatment choices and may properly override a child's refusal to take part in the research. 

Investigators must consider the number of parental signatures required according to DHHS regulations at 45 CFR 46 Subpart D and FDA regulations at 21 CFR 50.50 Subpart D, as follows:

· Research involving no greater than minimal risk requires one parent’s signature.

· Research involving greater than minimal risk but presenting the prospect of direct benefit to the child requires one parent’s signature.

· Research involving greater than minimal risk where there is no prospect of direct benefit to the child, but is likely to yield generalizable knowledge about the child's disorder or condition requires both parents’ signatures, unless one parent is deceased, unknown, incompetent, or not reasonably available, or when only one parent has legal responsibility for the care and custody of the child.

· Research not otherwise approvable but which presents an opportunity to understand, prevent, or alleviate a serious problem affecting the health or welfare of children requires both parents’ signatures, unless one parent is deceased, unknown, incompetent, or not reasonably available, or when only one parent has legal responsibility for the care and custody of the child.

The IRB may require that the child’s assent be obtained verbally or may required documentation of assent.  The child should be given the same consideration and respect when obtaining informed assent as is given to any other individual being asked to take part in research.  
At ECU, unless otherwise determined by the IRB, documented assent is required for children 12 to 17 years of age.  Children 7 to 11 years of age should be given the opportunity to give verbal assent, with the script to be used in these situations submitted for IRB review and approval.  As noted above, verbal assent should be documented in the research record or on the parental permission form.  For children under the age of 7 years, the research should be explained to the extent of the child’s understanding but no documentation is required (either as an assent document, a statement of attestation on the parental permission form, or in the research record).  Parental permission becomes even more critical in these situations. 
PLEASE DELETE EVERYTHING ON THE FIRST TWO PAGES.

Pages 1-2 are instructions and must be deleted.  The footer will then be correct for your assent document.   

	East Carolina University
	Assent Form  
Things You Should Know Before You Agree To Take Part in this Research



________________________________________________________________________

DELETE THIS AND ALL OTHER INSTRUCTIONS IN ITALICS and YELLOW highlights.  The consent form must be written in 2nd person (e.g., “You are being asked to take part in a research study about…”).  Also, the information in the footer should be completed to document page numbers and version numbers of the assent document  .
IRB Study #_____________________ (The IRB office will fill this in, if this is a new submission)
Title of Study:       
Person in charge of study:       
Where they work:       
Other people who work on the study:         Delete if not applicable. 
Study contact phone number:       
Study contact E-mail Address:       
People at ECU [and….add name of other facilities such as Vidant Medical Center, if applicable] study ways to make people’s lives better.  These studies are called research.  This research is trying to find out [add a statement on the purpose of the research in language understandable by the child]. 
Your parent(s) needs to give permission for you to be in this research.  You do not have to be in this research if you don’t want to, even if your parent(s) has already given permission. [delete last sentence if this study provides a direct benefit to the child for which a comparable benefit is not available through non-research alternatives.] 

You may stop being in the study at any time.  If you decide to stop, no one will be angry or upset with you.  [If this research involves a medical intervention, add: Your doctors will still continue to take good care of you.]
Why are you doing this research study?

The reason for doing this research is to       Simple explanation.
Why am I being asked to be in this research study?

We are asking you to take part in this research because…Simple explanation why the child is invited to participate.
How many people will take part in this study?

Include only one of the statements below
(For single-center studies) If you decide to be in this research, you will be one of about number people taking part in it.

(For multi-center studies) A total of about number people at number centers will take part in this study, including about number people from this center.
What will happen during this study?
Simple explanation of procedures; lists often work well.  Indicate the length of time the individual participant’s active involvement.  Tell participants whether there is any follow-up.
· For studies that involve video or audio recording:

· Simple explanation of what will be done with tapes.

· Advise participants that audio and video recordings may be requested to be turned off, if that is true for the study.
· Include the following:
Check the line that best matches your choice:

_____ OK to record me during the study

_____ Not OK to record me during the study

This study will take place at [name study site] and will last      
Who will be told the things we learn about you in this study?
Describe who will have access to the information collected.  Be clear about whether pregnancy, illegal activity, psychological tendencies will be reported and to whom.  Be clear about what parents and teachers will be told.
What are the good things that might happen?
Choose ONE of the following groups of sentences as appropriate to the specific study:
Sometimes good things happen to people who take part in research.  These are called “benefits.”  The benefits to you of being in this study may be      .  There [is a chance / is little chance, however,] you will benefit from being in this research.  and sometimes.  We will tell you more about these things below. 

What are the bad things that might happen?

Focus on the risks specifically related to enrollment in the research study. Remember to use simple terms. If there are no known risks state this fact.
Sometimes things we may not like happen to people in research studies.  These things may even make them feel bad.  These are called “risks.”  These are the risks of this study      .  You may or may not have these things happen to you.  Things may also happen that the researchers do not know about right now.  You should report any problems to your parents and to the researcher
What if you or your parents don’t want you to be in this study?

If applicable to the study (e.g. delete if only option is not to participate).
If you or your parents don’t want you to be in this study, here are some other things that you may be able to do      
Will you get any money or gifts for being in this research study?

Choose ONE applicable sentence.  Only indicate if the child is receiving money or gift.  
Describe payment or gift and schedule for their receipt. Address how payment will be prorated in the event the participant withdraws from the study prior to completion  
You will not receive any money or gifts for being in this research study.

You will receive       for being in this study.  

Who should you ask if you have any questions?

If you have questions about the research, you should ask the people listed on the first page of this form.  If you have other questions about your rights while you are in this research study you may call the Institutional Review Board at 252-744-2914.

------------------------------------------------------------------------------------------------------------------

If you decide to take part in this research, you should sign your name below.  It means that you agree to take part in this research study.

_________________________________________
_______________

Sign your name here if you want to be in the study
Date

_________________________________________

Print your name here if you want to be in the study
_________________________________________
________________

Signature of Person Obtaining Assent
Date

_________________________________________

Printed Name of Person Obtaining Assent
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