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Child Assent Template

This child assent template has been adopted by the Regis IRB to assist researchers in developing easy-to-read assent documents. The format may be expanded, but the assent form must contain all the elements below.  The brackets [ ] contain additional instructions and areas for customizing the form according to the purpose and procedure of your study.  You may need to revise some of the language so that it is appropriate for the age of the participants.  

If your study involves participants ages 7-17, you must obtain written assent from the child and written informed consent from a parent or legal guardian.*  For participants ages 6 or younger, you must obtain oral assent from the child and written informed consent from a parent or legal guardian. 

The participant cannot truly assent unless he or she understands the terms of his or her participation in the study.  It is the researcher’s responsibility to ensure that the consent documents are comprehensible to the participants.  The Regis IRB requires researchers to assess the readability of their forms using the Flesch-Kincaid Grade Level score which is calculated based on the average sentence length and the average number of syllables per word.  A grade of 7.0 would indicate that a 7th grader would likely understand the document.  To test your document’s grade level score in Microsoft Word:

· Click the “File” tab, and then click “Options.”  

· Click “Proofing.”  

· Under “When correcting spelling and grammar in Word” make sure the “Check grammar with spelling” box is selected.  

· Select “Show readability statistics.”  

After you enable this feature, check the document’s spelling (Click the “Review” tab; click “Spelling & Grammar.”)  When Word finishes checking the spelling and grammar, it displays information about the reading level of the document.  

If the score is too high, try the following: 

· Minimize the use of colons, semicolons, and punctuation other than standard periods and question marks.

· Use short, concise sentences. Long, complex sentences can often be divided into shorter ones to reduce the readability level.

· Use a thesaurus to find synonyms that are more comprehensible to the participants. 

· People are often unfamiliar with terms commonly used in academic fields. Use lay terms, and avoid academic jargon. 

· Write as if you are speaking directly with a person. 

Sometimes, this process can be a bit frustrating. Try to remember that appropriate readability is at the core of fully informing research participants about their rights and what they will experience. In other words, informed consent is a vital element in conducting ethical research.

Regis College [school or department name]

Assent to Participate in [title of study]

Researcher: [name of principal investigator (PI)]

Introduction

[First, make sure you are obtaining assent in a distraction-free environment.]  Please read this carefully. This form tells you about a research study you are being asked to be in about [Insert a general statement about the study.].  

Why are you asking me to be in this study?

We are asking you to be in the study because [List inclusion criteria.]. [Address any fears the child might have related to being chosen for the study.]  You cannot be in the study if [List exclusion criteria.].  [Make sure to write your assent form for the understanding of a child.  Indicate that you have spoken to the participant’s parent/guardian and that you have their consent. Let the participant know that s/he can speak to many people before deciding to take part in the study and ask the participant questions to make sure s/he understands what s/he is reading or is having read to her/him.]  

Why is the study being done?

[Provide a brief statement of the purpose of the research in lay language.] 

What will happen in this study?

[Provide a description of what participants will be asked to do and how long the study will take place (both length and frequency of participation).  Clearly explain what is expected of the participant and ask if s/he understands the procedure.]

Can I be harmed during this study?

[Explain the risks (if any) of the research or explain that there are no expected risks or discomforts to participating in the research.  If risks are anticipated, discuss how they will be minimized.]

Is there anything good that will happen to me?

[State whether the research will produce any benefits to society or the participants.]

What will I get for being in the study?

You will receive the following payment for being in the study:  [Explain amount of payment or other reimbursement information (e.g., class points, tokens, donations, etc.), when payment and/or reimbursement will occur, and in what cases payment will not occur, if any].

Do my parents have to pay for me to be in the study?

There is no cost to you or your family for being in this research study.

Can I choose not to be in the study?  Can I change my mind?

[Provide a statement that people may decline to answer questions and may withdraw from the study without penalty at any time.  Explain that participation is voluntary, and ask the participants to explain in their words their right to refuse participation.  If you are using students, you must include a statement that participating or not participating in the study will have no impact on their academic status.] 

Will anyone find out that I’m in this study? 

[Explain how information about the participants will be protected. Responses are anonymous when the researcher does not know the identity or any identifying information about who wrote them. If you are keeping a list connecting participants’ names to ID numbers, explain how you will keep that information protected and separate from your data analysis.  In all other situations, you must explain the extent to which you will protect the participants’ identity. If applicable, state that the responses are meant to be combined with other participants’ data and are not meant to gather information about specific individuals.] 

Will you tell me the results?

[Explain that the findings from the study will be shared but in a confidential manner through journals, books, and conferences.] 

What if I have questions later?

The researcher conducting this study is: [PI’s name].  The researcher will be available to answer any questions about the study at: [phone number and email address].  If you have questions or concerns about your rights, you may contact the Regis College Institutional Review Board Chair:  

Dr. Colleen C. Malachowski, PhD

781-768-7373

colleen.malachowski@regiscollege.edu

You will receive a copy of this form.  If you have questions later, you or your parents may contact the research team.  You can also talk about the research with your parents, family doctor, or teachers.  

For the Researcher

· I have verbally checked that the participant understands the procedure. 

· I have verbally checked that the participant understands that participation is voluntary and that s/he may decline to answer questions and/or withdraw from the study at any time without penalty. 

· I have answered all of the participant’s questions to the best of my ability.

Researcher Printed Name: _____________________________

Researcher Signature:  ________________________________
Date:  ____________

Participant’s Statement of Assent

By signing below, you are agreeing that you have read the above document, been given the opportunity to ask questions, understand the risks and discomforts associated with the above study, and understand that you may withdraw participation at any time without penalty.

Participant Printed Name: _____________________________

Participant Signature:  ________________________________
Date:  ____________

[For oral child assent, delete the “Participant’s Statement of Assent/signatures” and revise the Researcher’s section to include the following statement:  “This form was read to the participant, and/or the participant has read the form.  An explanation of the research was given and questions from the participant were solicited and answered to the participant’s satisfaction.  In my judgment, the participant has demonstrated comprehension of the information.”]

* Emancipated Minors" are deemed "emancipated" and treated as adults for all purposes. They do not need parental consent. Under G.L. c.112, §12F  a minor may consent to his own medical or dental care if they are: 1) self-supporting and/or not living at home; 2) married, widowed or divorced; 3) pregnant, believes herself to be pregnant or a parent; 4) in the military; or 5) declared to be emancipated by a court. � HYPERLINK "https://www.irb.vt.edu/pages/children.htm" �https://www.irb.vt.edu/pages/children.htm�, https://www.publiccounsel.net › sites › Summary-Minors-Right-to-Consent 


Massachusetts does recognize a mature minor rule, which means that minors can consent to medical treatment—except for abortion or sterilization- unless they are married, divorced or widowed (G.L. c.112, §12F.)  This generally extends to participation in research. https://www.publiccounsel.net › sites › Summary-Minors-Right-to-Consent 
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