
Notes:
A formal NKU IRB logo, approval and expirations dates will automatically be added to this form upon approval by Mentor IRB.
Parental permission forms should be written to a 6th - 8th grade reading level and relatively brief. 
Green text under each header are sample texts and can be edited and replaced.
Delete these instructions, any unused sample text, and the left column prior to upload into Mentor IRB.

Parental Permission
	Required: Title exactly as it appears on the protocol. You can have a short title if needed, but it must be listed on the protocol in Mentor IRB. 

Required: IRB #

Optional: Only include “funding organization” if research is being performed for another entity (e.g. government/industry sponsor)

Required: Name and telephone number of PI. 
	STUDY TITLE: Click here to enter text.

IRB#: Click here to enter text.

FUNDING ORGANIZATION: Click here to enter text.

NAME OF RESEARCHER (PRINCIPAL INVESTIGATOR): Click here to enter text.

TELEPHONE NUMBER: Click here to enter text.

	Required (this is a sample statement, can be revised)
	INTRODUCTION

We are asking for your permission for your child to be in a research study so that we can learn new information that may help others. If you decide to allow your child to be in this study, you may change your mind at any time during the study and your child can stop being in the study.  Take all the time you need to make your choice.  Ask us any questions you have. It is also okay to ask more questions after you decide to allow your child to be in the study.    

	Required 
	WHY ARE WE DOING THIS RESEARCH?

In this research study we want to learn more about Click here to enter text.    

We are asking your child and other children with Click here to enter text.       to be in the research, because Click here to enter text. 

	Required – Include the name of the PI.

Include the name of the entity (if applicable) that is funding the researcher (i.e. NIH, company, etc.)
	WHO IS IN CHARGE OF THE RESEARCH?

Click here to enter text. is the researcher at Northern Kentucky University (NKU) that is in charge of this study.  

NKU is being paid by Click here to enter text. to do this study.



	[bookmark: _GoBack]Required 
	WHO SHOULD BE IN THE RESEARCH?

You should be in the research study {describe the inclusion criteria}.


	Optional – Only use criteria that would allow a person to self-exclude (do not list all inclusion/exclusion criteria)
	WHO SHOULD NOT BE IN THE STUDY?

In this research study we want to learn more about Click here to enter text.    

We are asking your child and other children with Click here to enter text.      to be in the research, because Click here to enter text.     .


	Required – 
Clearly inform the participant of the study’s procedures. Include approximately how much time the study will take. 

	WHAT WILL HAPPEN IN THE STUDY? 

The research staff will explain each visit to you and may give you a handout that explains each visit in more detail.  You will be able to ask questions to make sure that you understand what will happen to your child.
The study will take place at   
These are the things that will happen to your study/your child will complete while in the study:


	Required 
This section should explain both the direct/immediate benefit from the research to the participant 

AND

How the research might benefit others in the future. 
	WHAT ARE THE GOOD THINGS THAT CAN HAPPEN FROM THIS RESEARCH?

Being in this study may not help your child right now.  When we finish the study, we hope that we will know more about Click here to enter text.     .  





	Required

A statement about the reasonably anticipated risks/inconveniences/discomforts of all intervention and procedures being performed as part of the research.  Be sure to include both emotional/mental and physical risks. 

Consider using a visual table, if your study involves a potential for serious physical risks.  

The document should always include a statement of “unknown risks”.
	WHAT ARE THE BAD THINGS THAT CAN HAPPEN FROM THIS RESEARCH?

Your child may be asked questions that make him/her uncomfortable or cause them to remember situations that were upsetting to them.  Your child does not need to answer any questions that they do not wish to answer and he/she can stop the testing at any time.  If your child becomes very upset during the research at any time, we will end the testing.  We will also offer to have your child speak to someone about what how they are feeling.  

OR

Your child may become frustrated if you are asked questions during testing that he/she does not know how to answer.  All people are going to be asked questions that they cannot answer. Your child does not need to answer any question that they do not wish to answer and your child can stop the testing at any time. 

There may be other risks that we do not know about yet.

	Required 
There should be an explanation of the reasonable alternatives to participating in the research.  At a minimum this should include the option of not being in the research.
	WHAT OTHER CHOICES ARE THERE?

Instead of being in this study, you can choose not to have your child be in the study. 


	Required
The specific steps being taken to protect privacy and confidentiality.  This might include, using a private room to conduct study visits, coding of data, limiting access to study data, etc.
	HOW WILL INFORMATION ABOUT YOU BE KEPT PRIVATE?

Making sure that information about you remains private is important to us.  To protect your child’s privacy in this research study we will:      



	Required only if:

1)  the research involves more than a single visit/encounter
OR
2) There is a reasonable possibility that the research may identify previously unreported abuse or potential harm to self or others, mandatory reporting of these should be listed here. 

	WHAT IF WE LEARN INFORMATION DURING THE RESEARCH?

The researcher will tell you if they find out about new information from this or other studies that may affect your child’s health, safety or willingness to stay in this study.


	Optional 
Include this section only if payment is being provided.  This section should differentiate “reimbursement” for out-of-pocket expenses FROM per encounter payment for time and effort.  All payments should be described on a per encounter basis and not presented as a “grand” total.

	WILL YOU BE PAID TO BE IN THIS RESEARCH STUDY?

You/your child will be reimbursed for your time, effort and travel while you are in this research study.

You/your child will be paid $      for each study visit as reimbursement for your time and effort.

AND/OR 

You will be reimbursed $      for your travel expenses to your study visits.


	Optional
This section is required for all research protocols that involve more than minimal “physical” or “psychological” risks that may be CAUSED by participation in the study.    

	WHAT HAPPENS IF YOUR CHILD IS INJURED FROM BEING IN THIS STUDY?

If you believe that your child has been injured as a result of this research you should contact the [researcher] as soon as possible to discuss the concerns.  



	Required
	WHO DO YOU CALL IF YOU HAVE QUESTIONS OR PROBLEMS?

For questions, concerns, or complaints about this research study you can contact the study person listed on page 1 of this document. 

If you would like to talk to someone that is not part of the research staff or if you have general questions about your research study rights or questions, concerns, or complaints about the research, you can call the Chair of the Institutional Review Board, Andrea Lambert-South, Ph.D., at 859-572-6615 or irbchair@nku.edu. 



	Optional
	WHAT ELSE SHOULD YOU KNOW ABOUT THE RESEARCH?


	Optional
	MANDATED REPORTING

We are mandated reporters. This means that if we learn or suspect that a child is being abused or neglected, we’re required to report this to the authorities.


	Optional (only if HIPAA applies)
	AUTHORIZATION FOR USE/DISCLOSURE OF HEALTH INFORMATION FOR RESEARCH

To be in this research study you must also give your permission (or authorization) to use and disclose (or share) your child’s “protected health information” (called PHI for short). 

What protected health information will be used and shared during this study?

Who will share, receive and/or use your child’s protected health information in this study?

How will you know that your child’s PHI is not misused?

Can you change your mind?

Will this permission expire?

Will your other medical care be impacted?



	Required unless requesting a waiver of documentation of parental permission


	SIGNATURES

The research team has discussed this study with you and answered all of your questions.   Like any research, the researchers cannot predict exactly what will happen.  Once you have had enough time to consider whether your child should participate in this research you will document your permission by signature below.  

You will receive a copy of this signed document for your records. 

________________________________
 Printed Name of Research Participant 

_______________________________________________             _______
Signature of parent or Legally Authorized Representative,                  Date

_________________________________________________________________________ 
 If signed by a legally authorized representative, a description of the LAR’s authority must be provided.

_______________________________________________             _______
Signature of Individual Obtaining Permission,           Date
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