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Sample Parental Consent Document

The following is a sample parental consent document to be used as a template for the investigator in writing the study consent form. This template includes instructions and guidelines for the investigator as well as suggested language to be used in the actual document. The instructions to the investigator are italicized and enclosed in parentheses. The informed consent document must be printed on university letterhead. Letterhead is not required for web-based consent documents and statements. Please include the Study Title on each page of the consent form.
Parental consent for any child subject is required unless “the IRB determines that a research protocol is designed for conditions  or for a subject population for which… permission is not a reasonable requirement  to protect the subjects (for example, neglected or abused children), provided an appropriate mechanism for protecting the children who will participate as subjects in the research is substituted” (CFR 46.408(c)) In general, the consent process must provide adequate information to allow individuals the ability to make a decision to participate based on knowledge of all relevant aspects of the study. It is important that investigators make a realistic assessment of the potential risks and benefits. It is a common mistake for researchers to “over-state” the benefits of their project; it must be clear that the identified benefits are potential. Federal regulations outline required elements of informed consent. These required elements are included in the consent template, as well as information required by the University. The use of bolded headings is recommended. 
Anybody granting parental consent must be given adequate time to read the consent and have any questions answered prior to signing the consent document. The subject signature on the informed consent form documents that they have been fully informed about the research project. A copy of the informed consent document must be provided to the subject. 
**Once your study has been reviewed and approved by the Office of Research Compliance, you will receive an “IRB approved stamped” copy of the consent form. This “stamped” consent form is the document that you should use to consent your participants into your study. It is important for you to also keep an unstamped text copy (i.e., Microsoft Word version) of your consent form for subsequent submissions.

Informed Consent to Participate in a Research Study

Study Title: (The title on the consent form must match the title on the IRB application, unless rationale for the variance is explained in the IRB application and approved by the IRB.)
Principal Investigator: (Identify the PI and any Co-Investigators)
Your child is being invited to participate in a research study. This consent form will provide you with information on the research project, what your child will need to do, and the associated risks and benefits of the research. Your child’s participation is voluntary. Please read this form carefully. It is important that you ask questions and fully understand the research in order to make an informed decision. You will receive a copy of this document to take with you.
Purpose: 
(Provide a statement describing the research and why it is being done.)
Procedures 
(Provide information on study procedures and requirements of participation. Describe what the participants will be asked to do for the study and what data will be collected, such as personal records, written materials, questionnaires, and health information. Include all procedures and tasks and differentiate between those that are for research purposes and those that are standard practice. 
Provide information on the expected duration of subject participation and any follow-up requirements.
Consent forms need to address the individual– for example, “you (or your child) will be asked to…”
Suggested Language:

Your child’s participation will require him/her to (explain procedures). The first “procedure” should take approximately twenty minutes. The “follow up procedure” is conducted within ten days of the first and will take approximately ten minutes. 

Audio and Video Recording and Photography
(If the study involves audio, video, or photography, describe what will be recorded and what type of recording will be used i.e. audio, video, photos. Include the disposition of the photos and/or tapes upon study completion. Indicate how the tapes will be used. If the recordings will be used for any other purposes in addition to the research, i.e. educational programs or presentation at professional meetings, clearly provide information on that use. You may incorporate information regarding providing participants the option of seeing or hearing tapes or photographs prior to their use. If your project does not involve audio, video, or photo recording, you may delete this section from the consent document.)
Benefits 

(Describe any benefit to the subjects or to others (society, the scientific community) which may be reasonably expected from the research. If the individual will receive no direct benefit, this should be stated. Note that payment should be addressed in the Compensation section.)

Suggested language:

The potential benefits of participating in this study may include...

OR

This research will not benefit you or your child directly. However, your child’s participation in this study will help us to better understand...

Risks and Discomforts 
(Identify and describe any reasonably foreseeable risks or discomforts associated with the research. Include physical, psychological, social, legal, and economic risks. Explain any safeguards or precautions that may be taken to reduce the risks/discomforts. For example, in studies that discuss or inquire about emotionally sensitive issues, referral information or access to appropriate counseling assistance must be provided. If there are no known risks, include a statement to that effect.) 
Sample statements:

“There are no anticipated risks beyond those encountered in everyday life.”

“Some of the questions that your child will be asked are of a personal nature and may cause embarrassment or stress. You may ask to see the questions before deciding whether or not to consent your child’s participation.”
“Some of the questions we ask may be upsetting, or your child may feel uncomfortable answering them. If your child does not wish to answer a question, he/she may skip it and go on to the next question.”

Alternatives
(Provide information on appropriate alternative procedures or courses of treatment that may be advantageous to the subject. If this does not apply and the only alternative is not to participate, you may delete this section.)
Privacy and Confidentiality
(Describe how you will maintain confidentiality, anonymity, and privacy of subjects and their data, i.e. coding of data, storage, and disposition of data after study completion. Address all written, audio, and video data collected. Specify whether data collection will be confidential or anonymous. All procedures should be consistent with those stated in the IRB protocol application.)
Confidential refers to data collection that can be linked to an individual subject but is kept private. Care must be taken to protect the subject’s names and any other details that would allow them to be identified.
Anonymous refers to data collection that cannot be linked to the individual subjects. No identifying information is collected and once the data has been collected it cannot be connected to a subject.

Suggested language: (modify as needed for your research project):

No identifying information will be collected. This signed parental consent form will be kept separate from study data, and responses will not be linked to your child.

Or 
Identifying information will not be made available in the publications and/or presentations of the research data. Information obtained from your child or materials (if applicable) that are collected from your child (i.e, class projects, homework assignments, journal entries, etc..) will not contain identifying information about you or your child unless express consent is gained from you and your child.
Your child’s study related information will be kept confidential within the limits of the law. Any identifying information will be kept in a secure location and only the researchers will have access to the data. Research participants will not be identified in any publication or presentation of research results; only aggregate data will be used. 

Your research information may, in certain circumstances, be disclosed to the Institutional Review Board (IRB), which oversees research at Kent State University, or to certain federal agencies. Your child’s confidentiality may not be maintained if there is an indication that if he/she may harm themselves or others. 
(Language for focus groups)

Information gathered during the focus group(s) will remain confidential within the limits of the law by the researchers, however because of the focus group arrangement there is no guarantee of confidentiality by participants. With that in mind, participants are asked to keep information shared in discussions confidential. 

Compensation

(If applicable, describe any forms of compensation for study participation. For research associated with a university course that affects the course grade, e.g. course requirement or extra credit, this compensation must be described.  Please note that in this case, an alternative to research participation must be provided. Compensation for multi-phase projects should not be contingent on completion of the whole project. If the research involves more than minimal risk, provide an explanation of whether compensation and medical treatment is available if injury occurs, what the treatment consists of, and where further information can be obtained.)
Sample statement for research performed in a classroom:
Participation or non-participation will have no effect on your child’s grade in the classroom. 

Sample statement (only include if applicable):

Medical treatment by the University Health Center is provided only to currently registered students. Please be advised that for all other injuries, emergency services will be called for those occurring on the Kent State University campus. You or your medical insurance will be billed for this service. No other medical treatment or financial compensation for injury from participation in this research project is available.

Voluntary Participation

Taking part in this research study is entirely up to you and your child. You and/or your child may choose not to participate or may discontinue their participation at any time without penalty or loss of benefits to which he/she is otherwise entitled.  You will be informed of any new, relevant information that may affect your child’s health, welfare, or willingness to continue participation in this study.
(If applicable, for research associated with a university course that does not include credit compensation, specifically state that participating or not will not affect the course grade.) 
Contact Information

If you have any questions or concerns about this research, you may contact (Principal Investigator) at (campus phone number) or (Advisor’s name, if PI is a student) at (advisor’s phone number). This project has been approved by the Kent State University Institutional Review Board. If you have any questions about your rights as a research participant or complaints about the research, you may call the IRB at 330.672.2704.
Consent Statement and Signature

I have read this consent form and have had the opportunity to have my questions answered to my satisfaction. I voluntarily agree to grant permission for my child to participate in this study. I understand that a copy of this consent will be provided to me for future reference.

________________________________

_____________________

Parental Signature




Date
(If a waiver of documented informed consent has been approved and/or you are using a web-based consent, you may modify the above to include a statement such as, “My completion and return of this (survey, questionnaire, or instrument) will be indicative of my consent to participate in this research study. I have been given a copy of this consent form” or “I may print a copy of this consent statement for future reference.”)
(A witness statement and signature line may be included; it is often used in research involving institutionalized participants, minors, or when consent is read or provided orally to subjects.) 
Sample statement:
“I have witnessed the consent process and believe that the participants listed above have been fully informed, understand the project and what they will have to do, and have voluntarily agreed to participate.”
Additional Elements of Informed Consent

Additional elements of informed consent that may be included if applicable to your research, or if requested by an IRB:
Note: This information may be helpful if you are submitting your protocol to another institution’s IRB, as many others (i.e. hospital IRBs) routinely require these elements to be included in the informed consent documents.

· A statement that the particular treatment or procedure may involve risks to the subject (or embryo, or fetus, or if the subject is or may become pregnant) which are currently unforeseeable

· Circumstances under which the subject’s participation may be terminated by the investigator without regard to the subject’s consent

· Additional costs to the subject that may result from participation

· Consequences of a subject’s decision to withdraw from the research and information regarding orderly termination 
· A statement that significant new findings developed during the course of the research which may relate to the subject’s willingness to continue participation will be provided to the subject

· The approximate number of subjects involved in the study

· Inclusion/Exclusion criteria, if applicable

Informed Consent Requirements for Minors
Documented informed consent must be obtained from children age 13 to 18. The parent(s) or guardian(s) must also sign the informed consent document. In research that involves greater than minimal risk to subjects, the signature of both parents may be required.
Assent is required of children age 12 years and younger, as well as parental permission. Assent is a child’s affirmative agreement to participate in research. An assent script must be provided with the IRB application.

Sample Assent Script:

(Project Title)

Procedure for obtaining assent from children
1.
Hi, [child's name].

2.
My name is _______________, and I am trying to learn more about [Description of project in appropriate language].

3.
I would like you to [Description of what you would like the child to do; include video/audio taping if appropriate.  Try to avoid using words like "help" and "cooperate" which might suggest coercion].

4.
Do you want to do this?  [If the child does not indicate affirmative agreement, you cannot continue with this child].

5.
Do you have any questions before we start?  [Clarify if necessary].

6.
If you want to stop at any time just tell me.
A witness statement can be added if the extra protection provided by it is desired.

PLACE THE TITLE OF THE STUDY HERE






Page 7 of 7

[image: image1.png]