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Parent/Guardian Consent Form

ALL GREEN SECTIONS ARE FOR THE RESEARCHER ONLY AND SHOULD NOT APPEAR IN THE ACTUAL FORM 

The following format for the body of the parental consent consent form is flexible to cover the majority of research studies and is designed to comply with the minimum requirements of DHHS and FDA regulations. The format may be modified or expanded, depending on the nature of the particular study involved, but the document must include all of the elements identified in this model form unless otherwise indicated. Use simple language because parents or guardians may not understand complex legal or medical terminology. Avoid using terms such as “You understand” or “You agree”; they are considered coercive.
Study Title:
Research Investigators’ Names and Departments (include Advisor, if researcher is a student):

Contact information for researcher (and Advisor, if researcher is a student):
Introductory Statement. Provide a brief introduction to the study, inviting the child’s participation and explaining that details of the study are provided in the permission document. At this point, you can explain that you are available to answer any questions the subject may have about the project. 
What is the purpose of this study?  State that the study involves research; explain in non-technical language the purpose of the research.  
What will my child/ward do in this study?  Describe the procedures to be followed and their purpose; and identify any procedures that are experimental.  
How long will it take my child/ward to do this?  Describe the expected duration of the child’s participation.
Are there any risks of participating in the study?  Describe any risks and/or discomforts to the subject that can reasonably be expected as a result of participating in this study.  

What if  my child/ward is injured while participating in this study?  This section may be eliminated if it is not applicable to the research.

If your child/ward is injured while participating in the study, CMU personnel will assist in obtaining emergency care. If the child is covered by insurance for medical care, the insurance carrier will be billed in the ordinary manner. As with any medical insurance, any costs that are not covered or in excess of those paid by the child’s insurance, including deductibles, will be your responsibility. CMU does not provide financial compensation for the disability, pain, or discomfort, unless required by law to do so. This does not mean that you are giving up any legal rights you or your child/ward may have. You may contact Name of Principal Investigator at (989) 774-XXXX with any questions or to report injury.

If the research is sponsored and presents greater than minimal risk to research subjects, then the sponsor may be contractually required to pay for research-related injury. Consult the Office of Sponsored projects for model language.
What are the potential benefits of participating in the study?  Describe any potential benefits to the subject, society, or both that can reasonably be expected from the research. If there are no benefits to an individual, state so.
Is there a different way for my child/ward to receive the benefits of this study?  Describe any alternate procedures that may provide the subject the expected benefits without participation in this study.

Will anyone know what my child/ward does or says in this study (Confidentiality)? Identify the persons or agencies to whom confidential information will be disclosed, including the sponsor and state the nature of the information to be disclosed and the purpose of disclosure. State that in all other instances, any data under the investigator’s control will, if disclosed, be presented in a manner that does not reveal the subject’s identity, except as may be required by law.  If the study involves video or audio recording, explain what will happen to the recordings after the study is completed or if a subject withdraws before completion.  State where the recordings will be stored to ensure confidentiality of the data.  

What will happen to my data after the study? 

The consent document MUST include one of the following statements about any research that involves the collection of identifiable private information or identifiable biospecimens:

a.
Identifiers might be removed from the identifiable private information or identifiable biospecimens and that, after such removal, the information or biospecimens could be used for future research studies or distributed to another investigator for future research studies without additional informed consent from the subject or the legally authorized representative, if this might be a possibility; or

b.
Your information or biospecimens collected as part of the research, even if identifiers are removed, will not be used or distributed for future research studies.
Note: This form MAY NOT be used to obtain consent to store identifiable private information or identifiable biospecimens for future studies. (“Broad Consent”)
Consult Standard Operating Procedures for IRB Review of Research Subject to the Revised Common Rule.
Additional elements. (Include when appropriate.)

1.
A statement that the subject’s biospecimens (even if identifiers are removed) may be used for commercial profit and whether the subject will or will not share in this commercial profit.
2.
A statement regarding whether clinically relevant research results, including individual research results, will be disclosed to subjects, and if so, under what conditions.
3.
For research involving biospecimens, a statement whether the research will (if known) or might include whole genome sequencing (i.e., sequencing of a human germline or somatic specimen with the intent to generate the genome or exome sequence of that specimen).
Will anyone outside of the research team have access to my child’s collected data?
Central Michigan University staff and state or federal agency officials who ensure the protection of human subjects in research may access your child’s records while carrying out their official duties or as required by law.
Will I or my child/ward receive any compensation for participation? Describe the amount and nature of any compensation or fee to be paid for participating in the study.  Indicate whether payments will be prorated. If compensation is not provided, this section may be omitted. 
Is there a different way to receive this compensation of this study?  Disclose appropriate alternative procedures, if any, that might be available.  If compensation is not provided, this section may be omitted. 
How can I contact a member of the study team for information about this study? Provide the name and telephone number of a specific office or person to contact for answers to questions about the research, research subjects’ rights, or in case of a research-related injury to the subject.  

Who can I contact outside of the study team for information about this study?

If you have questions about your rights as a research participant, wish to obtain information or report a case of research-related injury, ask questions, discuss any concerns about this study, or wish to offer input about this study with someone other than the researcher(s), please contact the:

Central Michigan University Institutional Review Board
600 East Preston Street

Foust Hall 104

Mount Pleasant, MI 48859

Phone: (989) 774-6401

Email: researchconcern@cmich.edu
You are free to refuse to allow your child/ward to participate in this research project or to withdraw your permission and discontinue your child’s participation at any time without penalty or loss of benefits to which your child/ward is otherwise entitled.  Your child’s participation will not affect your relationship with the institution(s) involved in this research project.  
My signature below indicates that I am 18 years of age or older and all my questions have been answered. A copy of this form has been given to me.

I agree to allow my child/ward to participate in the project as described above.

	Name of Subject:
	

	Name of Parent or Guardian:
	

	Signature of Parent or Guardian:
	

	Date:
	


For the Research Investigator. I have discussed with this parent/guardian the procedure(s) described above and the risks involved in this research. I believe he/she understands the contents of this document and is competent to give legally effective and informed permission.

	Name:
	

	Signature:
	

	Date:
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