Title of Study goes here


Parent Permission with Child Assent (v09-2020)
For Children Ages 12 to 17 Years of Age
Note: This consent template is used when you are asking for the parent’s permission of the child to participate and for the child’s agreement (assent) to participate in the study.  The child is the participant, not the parent. 
Title of research study: [insert title of research study here with protocol number, if applicable]
Investigator: [insert name of principal investigator]
Supported By: [List all monetary and non-monetary support for this research. If not externally funded, state your department] This research is supported by [Study sponsor].
Financial Interest Disclosure: 

[Include if there is a financial interest to disclose. Otherwise, delete.] The following disclosure is made to give you an opportunity to decide if this relationship will affect your willingness to allow your child to participate in this research study: [specify the conflict of interest and actions to be taken to reduce the effect.]
Taking part in this study is voluntary. 

You may choose not to allow your child to take part in this study or may choose to leave the study at any time.  Deciding not to participate, or deciding to leave the study later, will not be held against you or your child in any way.  You and your child can ask all the questions you want before you and your child decide.  
What is a research study?

 A research study is a special way to learn more about something.
Why are we doing this research study?

We want to learn more about [explain briefly and simply].  We would like to ask your child to be in this research study.  We think about [number of people] will take part in this research study.
Why is your child being asked to be in this study?

We are asking your child to join the study because [insert simple language explaining why the child/adolescent/cognitively impaired individual is being asked to participate, such as the name of condition or other reason(s) for inclusion].   

If you decide to that your child may join this research study, here is what your child will be asked to do:
We want to tell you about some things that might happen if your child are in the study.  The study will take place at [insert name of study site(s)].  We think it will last for [indicate expected duration of participation].  
If your child participates in this study, here are the things that we will ask your child to do.  [Describe the study procedures in simple language, including the amount of time it will take.  For example, include surveys/questionnaires, study visits, medical histories, Lists are often very helpful].   

Are there any bad things that might happen during the research study? 
Sometimes bad things happen to people who are in research studies.  These bad things are called “risks.”  The risks of being in this study might be:  
· [Describe all possible risks or discomforts, in simple language. Consider the discomfort a child might have being interviewed, audio or video recorded, or being asked sensitive questions]
· There is also a chance that someone might find out information about you that you do not want them to know.  Efforts will be made to limit the use and disclosure of your child’s personal information, including research study records, to people who have a need to know this information.  We cannot promise complete secrecy.  Organizations that may inspect and copy your information include the IRB and other representatives of this institution. [Provide any additional information about disclosures to other organizations or agencies if appropriate.]
Not all of these things may happen to your child.  None of them may happen.  Things may happen that the [doctors and/or researchers] don’t know about yet.  If they do, we will make sure that your child gets help to deal with anything bad that might happen. 

If your child feels sick or is afraid that something is wrong, they should tell their doctor, nurse, researcher, or an adult at once.
Are there any good things that might happen during the research study?  
Sometimes good things happen to people who are in research studies.  These good things are called “benefits.”  The benefits of being in this study might be [insert simple description of possible benefits to participation].
We don’t know for sure if your child will have any benefits.  [If applicable] We hope to learn something that will help other people some day.  
Will your child be paid if he or she joins this study?  [Use the appropriate statement below and delete the other:]
If you allow your child to join this study, your child [specify if the compensation will be given to the parent instead of the child] will receive compensation.  You [or your child] will receive [insert terms of compensation including how much, when it will be paid and in what format such as cash, gift card, check, or other item.  Include if the compensation will be prorated].  
[OR]
No, you will not get any money for being in this research study.

What if you do not want your child to be in this study?

Your child does not have to be in this study.  It is your choice.  If you say yes now, you can still change your mind later.  No one will be upset if you don’t want your child to be in the study, or if your child joins the study and you change your mind later and your child stops participating.  

Who can I ask if I have any questions?

If you or your child has any questions about this study, you can ask [your child’s doctor and/or the researcher].  Also, if you have any questions that you didn’t think of now, you can ask later.  [Provide simple directions about how to do this, i.e., call the doctor at 555-1234 or ask the researcher the next time you see him or her.]
What else do I need to know about this research study?

There are some important things to know about the study. 

· After the study is done all of your child’s protected health information used for the study will be destroyed.

· [If the study might result in disclosure of child abuse or neglect, include the following statement. Otherwise delete:] We will not ask about child abuse, but if your child tells us about child abuse or neglect, we are legally obligated to report it to state authorities.
· You will get a copy of all pages of this assent form.

· You can get more information about the study by contacting [Name] at [phone number]. 
· You or your child can get more information about being a research subject by calling the Parkview Health Institutional Review Board at 260-266-8195 or by email at irbcoordinators@parkview.com.  An institutional review board is a group of people who help protect people who take part in research.
HIPAA Authorization
Federal law provides additional protections of your medical records and related health information.

With your signature, you are agreeing to permit the Principal Investigator [name] and research staff (“Researchers”) [and study sponsor, the sponsor of this study,] to use and disclose health information that identifies my child for the purposes described below.  You are also agreeing to permit Parkview Health and its affiliates, [name of any other institutions,] your child’s doctors, and your child’s other health care providers to disclose health information in your child’s medical records to the Researchers [and to study sponsor] for the purposes described below.

1.
The health information that may be used and disclosed includes:

· all information collected during the research described in this Parent Permission and Child Assent; and

· health information in your medical records that is relevant to the research described in this Parent Permission and Child Assent Form.

2.
The Researchers may:

· use and share your child’s health information to conduct the research;

· [disclose your child’s health information to the sponsor of the research, [study sponsor]and its agents;]
· disclose your child’s health information to Parkview Health and its affiliates;

· disclose your child’s health information as required by law;

· disclose your child’s health information to representatives of government organizations and other persons who are required to watch over the safety and effectiveness of medical products and therapies and the conduct of research; and

· remove from your child’s health information, your child’s name and other information that could be used to identify your child.

3.
[Study Sponsor may:

· use and share your child’s health information to conduct the research;

· use your child’s health information as described in this Parent Permission and Child Assent;

· disclose your child’s health information as required by law;

· disclose your child’s health information to representatives of government organizations and other persons who are required to watch over the safety and effectiveness of medical products and therapies, and the conduct of research; and

· remove from your child’s health information, your child’s name and other information that could be used to identify your child.]

4.
Once information that could be used to identify your child has been removed, the information that remains is no longer subject to this Authorization and may be used and disclosed by the Researchers [and Study Sponsor] as permitted by law.

5.
Once your child’s health information has been disclosed to a third party, federal privacy laws may no longer protect it from further disclosure.  However, the Researchers [and study sponsor] agree to protect your child’s health information by using and disclosing it only as permitted by me in this Authorization and the Parent Permission and Child Assent.  Also, no publication about the research will reveal your child’s identity without your specific written permission.  These limitations continue even if I revoke (take back) this Authorization.

6.
Please note that:

· You do not have to agree to this Authorization, but if you do not, your child may not be allowed to participate in the research.
· You may change your mind and revoke this authorization at any time.  To revoke this Authorization, you must write to [Principal Investigator at address].  However, if you revoke this Authorization, your child may no longer be allowed to participate in the research.  Also, even if you revoke this Authorization, the information already obtained by the Researchers [and study sponsor] may be used and disclosed as permitted by this Authorization and the Parent Permission and Child Assent.
· While the research is in progress, you will not be allowed to see your child’s health information that is created or collected in the course of the research.  After the research is finished, however, you may see this information as described in Parkview’s Notice of Privacy Practices.  

7. This Authorization will expire 50 years from the date of signature. 
Optional Elements:

[Include for any optional elements of the research. Otherwise delete.] The following research activities are optional, meaning that you do not have to agree to them in order for your child to participate in the research study. Please indicate your permission for your child to participate in these optional activities by placing your initials next to each activity. Your child will have the opportunity to agree or disagree with the same elements after you have indicated what you are willing to give permission for:

Parent:

	I agree
	I disagree
	

	_______
	_______
	The researcher may [audio or video] record my child to aid with data analysis. The researcher will not share these recordings with anyone outside of the immediate study team. [Specify which or both will occur. If recording is a requirement of participation, delete this element.]

	_______
	_______
	The researcher may [Specify which or both will occur: audio or video] record my child for use in scholarly presentations or publications when showing my face or hearing my child’s voice might serve to help other professionals understand the research. My child may be identifiable as part of this activity, although the researcher will attempt to limit such identification. I understand the risks associated with such identification.

	_______
	_______
	The researcher may contact me in the future to see whether I am interested in my child participating in other research studies by the principal investigator of this study.

	_______
	_______
	The researcher may retain any leftover [blood, tissue, etc.] samples taken from my child during the study. These samples may be used for other research not related to this study. These samples will be retained in non-identifiable form, meaning that there will be no information associated with the samples that will allow anyone to readily ascertain my child’s identity.


Child  participant:

	I agree
	I disagree
	

	_______
	_______
	The researcher may [audio or video] record me to aid with data analysis. The researcher will not share these recordings with anyone outside of the immediate study team. [Specify which or both will occur. If recording is a requirement of participation, delete this element.]

	_______
	_______
	The researcher may [Specify which or both will occur: audio or video] record me for use in scholarly presentations or publications when showing my face or hearing my voice might serve to help other professionals understand the research. I may be identifiable as part of this activity, although the researcher will attempt to limit such identification. I understand the risks associated with such identification.

	_______
	_______
	The researcher may contact me in the future to see whether I am interested in participating in other research studies by the principal investigator of this study.

	_______
	_______
	The researcher may retain any leftover [blood, tissue, etc.] samples taken during the study. These samples may be used for other research not related to this study. These samples will be retained in non-identifiable form, meaning that there will be no information associated with the samples that will allow anyone to readily ascertain my identity.


Child:  Although I am not old enough to consent on my own, I have decided that I want to participate.  I am signing this form to show I agree.  

______________________________________________________      __________________

Signature of child

                                                                   Date

______________________________________________________      

Printed name of child


______________________________________________________      

Address of child
Parent(s)/Guardian:  

We have discussed this, and we give permission to enroll ___________________ in this study.







         (Printed Name of Child)
________________________________________________________________________

Signature of Parent/Guardian

Printed Name of Parent/Guardian

Date

________________________________________________________________________

Signature of Parent/Guardian

Printed Name of Parent/Guardian

Date

________________________________________________________________________

Parent/Guardian Address

Note: Investigators are to ensure that individuals who are not parents can demonstrate their legal authority to consent to the child’s participation in the research. Contact legal counsel if any questions arise.

If signature of second parent not obtained, indicate why: (select one)

[  ]  The IRB determined that the permission of one parent is sufficient. 

[  ]  Second parent is:  [  ] deceased    [  ]  unknown    [  ]  incompetent    [  ] not reasonably available  

[  ]  Only one parent has legal responsibility for the care and custody of the child

[Add the following if a witness will observe the consent or assent process.]
My signature below documents that the information in the consent document and assent process and any other written and verbal information was accurately explained to, and apparently understood by, the participant, and that consent was freely given by the participant.
______________________________________________________      ____________________

Signature of person obtaining parent permission and assent                    Date

______________________________________________________

Printed name of person obtaining parent permission and assent
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