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RESEARCH WITH MINORS – COMBINED INFORMED CONSENT
(Combined Parental Consent and Child Assent form for Minors over 12 years)

General Information

1. Use this form for requesting parental consent for enrolling their child who is over 12 years of age 

2. This template is expected to allow the investigating team to obtain signatures from both the parent as well as the child on the same form

3. When separate child assent is needed from minors who are 12 years and older, use IRBF010e and IRBF010f.
4. This template is suitable for studies that qualify for exemption and those which are reviewed by the expedited or full review mechanisms.  

5. Alterations and waiver of this template are strongly discouraged

6. Use the same text when requesting online consent from the parents.  However, child assent must not be administered online.

Instructions

1. This form contains two major sections and a third signature section:

A. Parental Permission section – signed by the researcher and given to the parent
B. Child Assent Template – signed by the researcher and given to the child
C. The signature section has to be co-signed by the parent and his/her child as below:
i. The parent can sign the copy at home for all educational research studies unless specified by the IRB.  The researcher must be available to answer questions.
ii. The child cannot sign the copy at home.  The child assent has to be obtained by the researcher.
iii. This section will be retained by the researcher

2. Barring the actual signatures, the text boxes in three sections must be properly completed before submitting for IRB approval.  

Related IRB Forms:

	Form ID
	Description
	IRB Comment

	Appendix B
	This form has to be completed to specifically describe the interventions when researching with minors
	Mandatory when enrolling minors

	IRBF010a
	Parental consent for enrolling minors within the age 0 to 12 – Use either IRBF010b or IRBF010c as child assent
	Must be obtained before administering child assent

	IRBF010b
	Child assent – for children less than 7 years
	No signature is necessary

	IRBF010c
	Child Assent – for minors 7-12 years
	Signature may be waived

	IRBF0101d
	THIS FORM
	Mandatory signatures

	IRBF010e
	Parental Consent – for minors 12+ years
	In most cases signature is required before enrolling the child

	IRBF010f
	Child Assent – for minors 12+ years
	Children must sign or give oral consent  


A. PARENTAL PERMISSION
(Parents’ Copy)

	Primary Investigator(s)
	      
	Student  FORMCHECKBOX 


	Contact information 
	MTSU Office (If applicable), Telephone and Email ID

	Department Institution
	     

	Faculty Advisor
	     
	Department
	     

	Study Title
	     

	IRB ID
	NOT APPROVED
	Expiration
	NOT APPROVED

	Child’s Name (Age 12+)
	(type or print)        


The following information is provided to you because your child may qualify to participate in the above identified research study.  Please read this disclosure document carefully and feel free to ask any questions before you agree to enroll your child.  The researcher must adequately answer all of your questions before your child can be enrolled.  The researcher MUST NOT enroll your child without an active consent from you. Also, a copy of this consent document, duly signed by the investigator, must be provided to you for future reference.  
Your child’s participation in this research study is absolutely voluntary. You or your child can withdraw from this study at any time.  In the event new information becomes available that may affect the risks or benefits associated with this research or your willingness to participate in it, you will be notified so that you can make an informed decision whether or not to continue your participation in this study.   

For additional information about giving consent or your rights as a participant in this study, please feel free to contact the MTSU Office of Compliance (Tel 615-494-8918 or send your emails to irb_information@mtsu.edu.  Please visit www.mtsu.edu/irb for general information and visit http://www.mtsu.edu/irb/FAQ/WorkinWithMinors.php for information on MTSU’s policies on research with children
Please read this section and sign Section C if you wish to enroll your child.  The researcher will not enroll your child without your physical signature.  

1. Purpose of the study: 

Your child is being asked to participate in a research study because      
2. General description of procedures to be followed and approximate duration of the study:
The MTSU’s classification of this study is 
 FORMCHECKBOX 
  
Educational Tests – Study involves either standard or novel education practices which consists educational testing and such studies expose the minors to lower than minimal risk
 FORMCHECKBOX 
  
Psychological and/or Behavioral Evaluation – Although the study may or may not involve educational tests, the specific aim is to probe the child’s behavioral ability.  

 FORMCHECKBOX 
  
Physical Evaluation – The children will be asked to perform or part-take in physical activities or procedures.  Examples of such studies simple physical exercises, medical or clinical intervention, pharmaceutical testing and etc.  Due to the nature of these studies, your child may be exposed to more than minimal risk.


Provide Additional Information Here - DO NOT LEAVE BLANK
3. What are we planning to do to your child in this study?

Provide Detailed  Information here - DO NOT LEAVE BLANK
4. What will your child be asked to do in this study?

Provide Detailed  Information here - DO NOT LEAVE BLANK
5. What are we planning to do with the data collected using your child?

Provide Detailed  Information here - DO NOT LEAVE BLANK
6. What are your expected costs, effort and time commitment:
Provide Detailed  Information here - DO NOT LEAVE BLANK
7. What are the potential discomforts, inconveniences, and/or possible risks that can be reasonably expected as a result of participation in this study:
For the Child: Provide Detailed  Information here - DO NOT LEAVE BLANK
For you the Parent: Provide Detailed  Information here - DO NOT LEAVE BLANK
8. How will you or your child be compensated for enrolling in this study?

Provide Detailed  Information here - DO NOT LEAVE BLANK
9. What are the anticipated benefits from this study?
Provide Detailed  Information here - DO NOT LEAVE BLANK
10. Are there any alternatives to this study such that you or/and your child could receive the same benefits?

Provide Detailed  Information here - DO NOT LEAVE BLANK
11. Will you or/and your child be compensated for study-related injuries?
Provide Detailed  Information here - DO NOT LEAVE BLANK
12. Circumstances under which the Principal Investigator may withdraw your child from study participation:
Provide Detailed  Information here - DO NOT LEAVE BLANK
13. What happens if you choose to withdraw from study participation?
Provide Detailed  Information here - DO NOT LEAVE BLANK
14. Can you or/and your child stop the participation any time after initially agreeing to give consent/assent?

Provide Detailed  Information here - DO NOT LEAVE BLANK
15. Contact Information.    If you should have any questions about this research study or possibly injury, please feel free to contact PI Name by telephone PI Telephone or by email PI's email ID OR my faculty advisor, Faclty's Name - ENTER N/A if PI is not a student), at Enter a valid email ID and a telephone number.

16. Confidentiality. All efforts, within reason, will be made to keep the personal information in your child’s research record private but total privacy cannot be promised.  Your information may be shared with MTSU or the government, such as the Middle Tennessee State University Institutional Review Board, Federal Government Office for Human Research Protections, if you or someone else is in danger or if we are required to do so by law. 
Consent obtained by:


Date



Researcher’s Signature








Print Name and Title of the Researcher
B. CHILD ASSENT 
 (To be retained by the participating child who is over 12 years of age)

	Primary Investigator(s)
	      
	Student  FORMCHECKBOX 


	Contact information 
	MTSU Office (If applicable), Telephone and Email ID

	Department Institution
	     

	Faculty Advisor
	     
	Department
	     

	Study Title
	     

	IRB ID
	NOT APPROVED
	Expiration
	NOT APPROVED

	Child’s Name (Age 12+)
	(type or print)        


The following information is provided to you because your parents/guardians have agreed to enroll in the above identified research study.  Please read this sheet carefully and feel free to ask any questions before you agree to enroll.  The researcher must answer all of your questions before he/she asks you to do anything.  Before you start:

· Make sure this sheet is signed by the researcher.

· Your participation is absolutely voluntary; you can decline anytime and your parents/guardians will not be notified. 
· You are entitled to decline or withdraw at any time.

· Any new information on this research will be notified to you and you can decide whether to continue your participation based on the new information.

Please visit http://www.mtsu.edu/irb/FAQ/WorkinWithMinors.php or email irb_information@mtsu.edu or call 615 494 8918 more information.

1. Why are you doing this research?

Provide Detailed  Information here - DO NOT LEAVE BLANK
2. What will the researcher do and how long will it take?

Provide Detailed  Information here - DO NOT LEAVE BLANK
3. Do I have to be in this research study and can I stop if I want to?

Provide Detailed  Information here - DO NOT LEAVE BLANK
4. Will anyone know that I am in this research study?
No one will know you are participating in this study.  However, information we collect on you may be shared with others ONLY if you or someone else is in danger or if we have to do so by law.
5. How will this research help me or/and other people?

Provide Detailed  Information here - DO NOT LEAVE BLANK
6. Can I do something else instead of this research?

Provide Detailed  Information here - DO NOT LEAVE BLANK
7. Who do I talk to if I have questions? 

Provide Detailed  Information here - DO NOT LEAVE BLANK
Date



Researcher’s Signature








Print Name and Title of the Researcher
DO NOT begin this Research before IRB approval
C. Signature Section
(Researchers’ Copy)

	Primary Investigator(s)
	      
	Student  FORMCHECKBOX 


	Contact information 
	MTSU Office (If applicable), Telephone and Email ID

	Department Institution
	     

	Faculty Advisor
	     
	Department
	     

	Study Title
	     

	IRB ID
	NOT APPROVED
	Expiration
	NOT APPROVED

	Child’s Name (Age 12+)
	(type or print)        


PARENT SECTION
 FORMCHECKBOX 
No    FORMCHECKBOX 
Yes
I have read the parental consent document pertaining to the above identified research

 FORMCHECKBOX 
No    FORMCHECKBOX 
Yes
The research procedures to be conducted have been explained to me verbally

 FORMCHECKBOX 
No    FORMCHECKBOX 
Yes
I understand each part of the interventions and all my questions have been answered
 FORMCHECKBOX 
No    FORMCHECKBOX 
Yes
I received a signed copy and I am aware of the potential risks of the study
By signing below, I give permission for my child, whose name is identified above, to participate in this study.   I understand I can withdraw my child from this study at any time without facing any consequences.








________________________

Date



              Signature of the Parent






CHILD SECTION
 FORMCHECKBOX 
No    FORMCHECKBOX 
Yes
I have read this child assent document and I received a signed copy
 FORMCHECKBOX 
No    FORMCHECKBOX 
Yes
The researcher explained what they planned to do and all my questions were answered

 FORMCHECKBOX 
No    FORMCHECKBOX 
Yes
I understand what I was told
 FORMCHECKBOX 
No    FORMCHECKBOX 
Yes
I know the risks and I also know I can withdraw at any time








________________________

Date



              Signature of the Child


Parental Consent obtained by:











________

Date



Signature

Print Name & Title



Child Assent Administered by:











________

Date



Signature

Print Name & Title


Faculty Verification if the PI is a student:










________

Date



Faculty Signature

DO NOT begin this Research before IRB approval
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