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[Note:  PLEASE USE SECOND PERSON, SINGLE-SIDED, SINGLE-SPACED.  DELETE INSTRUCTIONS IN ITALICIZED RED TEXT PRIOR TO SUBMITTING THIS DOCUMENT]

University of Southern California

[Insert Department Name and Address]

	INFORMED CONSENT FOR NON-MEDICAL RESEARCH

PARENTAL PERMISSION


[Insert title of the study]
(If the study involves using different consent forms for different populations, identify the population group as the subtitle of the consent.)
[Please use the following guidelines when generating your Informed Consent documents: If parents are asked to complete study instruments, they are considered a participant; therefore state ‘you and your child if the child is the only person completing the instruments, state ‘your child’. Be consistent throughout the document, use simple language, be concise.]

You and/or your child are/is invited to participate in a research study conducted by [insert names and degrees of Principal investigator (including faculty advisor)], from the University of Southern California. This study is funded by [insert funding agency here/remove as applicable].   You and/or your child’s participation is voluntary. You should read the information below, and ask questions about anything you do not understand before deciding whether to participate and/or allow your child to participate. Please take as much time as you need to read the consent form. Your child will also be asked his/her permission and given a form to read, which is called an assent form.  Your child can decline to participate, even if you agree to allow him/her. You and/or your child may also decide to discuss it with your family or friends. If you and/or your child decide to participate, you will be asked to sign this form, and your child be asked to sign the assent form. You will be given a copy of this form.

PURPOSE OF THE STUDY
[State what the study is designed to assess or establish. Technical or complicated language should be avoided; participants should be able to easily understand the purpose of the study and that it is research.]
STUDY PROCEDURES
[Please pick what is applicable to the study] If you agree to allow your child to participate OR If you and your child volunteer to participate, you (and/or your child) will be asked to [Describe the procedures in the order they will be administered or experienced using simple language, short sentences and short paragraphs.  If several procedures will be used, the use of subheadings may help to organize this section and increase readability.  If scientific terms need to be used, they should be defined and explained.  If experimental procedures will be used,   they should be identified as such.  If survey or questionnaire instrument(s) are used, briefly describe the types of questions asked. If applicable to the study, clearly state participants will be photographed and/or audio/video-recorded. Clarify if the participant can still participate in this research study if they do not wish to be audio/video-recorded or photographed.]  
[If applicable, specify the participant’s assignment to study groups, length of time for participation in each procedure, the total length of time for participation, frequency of procedures, location where the procedures will be take place, etc. For research involving randomization of participants into different arms of studies, specify the randomization procedure, for example, “you will be assigned randomly, much like tossing a coin, into…...]
POTENTIAL RISKS AND DISCOMFORTS
[Describe any reasonable foreseeable risks, discomforts, inconveniences, including physiological risks/discomforts; describe any psychological, social, legal or financial risks to participant, and how these will be minimized.  If there are no anticipated risks, so state.]
[The following language is mandatory for studies with fMRI procedures. If an fMRI will not be conducted, this portion can be removed. Please choose the appropriate participant(s).] 
The magnetic resonance imaging (MRI) scan you and/or your child will receive during the course of this study is for research purposes only. It is not a clinical scan intended for diagnostic or therapeutic purposes. The Dornsife Imaging Center is a research center.  It is NOT a Clinical MRI facility in a hospital. 

There are no neuroradiologists at the Dornsife Imaging Center; therefore the staff is unable to make any medical comments about your scan. Should you want to know if you and/or your child’s scan is/are normal or abnormal; the staff will not be able to tell you.  However, all structural scans obtained in normal research subjects are sent to a neuroradiologist for blind review.  In the rare event the neuroradiologist detects an abnormality, he will be given you and/or your child’s name and contact, or that of a physician of your choice, so he can explain and discuss the finding with you.  You will also be given the data of the structural CD so you can consult with your physician.  You may decline this offer

POTENTIAL BENEFITS TO PARTICIPANTS AND/OR TO SOCIETY
[State the potential benefits to parent and/or child, if any.  Also, state the anticipated benefit to science or society. If there are no anticipated benefits to the participant, so state. Note that as this is a research study, the benefits are contingent upon the results.  The investigator can state what the benefits are anticipated to be, not what they will be. If there are no direct benefits to participants, there should be anticipated benefits to society.]   
PAYMENT/COMPENSATION FOR PARTICIPATION
[State whether the participant (parent and/or child) will receive payment/compensation or any other form of compensation, e.g. free care, small gift, etc.  If not, this section can be removed or the following statement can be used: “You will not be paid for participating in this research study.” If participants receive payment, describe amount for each participant; when payment is scheduled; and pro-rated schedule should the participant decide to withdraw or is withdrawn by the investigator.  If participants are reimbursed for expenses such as parking, bus/taxi, travel companion/assistant, etc., list payment. ]
POTENTIAL CONFLICTS OF INTEREST


[A "Conflict of Interest (COI)" is a situation in which financial or other personal considerations compromise, or have the appearance of compromising, an individual's professional judgment in proposing, conducting, supervising or reporting research. If there appears to be a conflict of interest (COI) or there is a COI, include this section. If there is no COI, this section can be deleted.]

1. The investigator must disclose personal interests unrelated to the participant’s health, whether research or economic, that may affect the investigator’s professional judgment. An investigator’s failure to disclose such interests may give rise to a cause of action for performing medical procedures without informed consent or breach of confidentiality. 

2. In disclosing your proprietary interest and research interest, you may do so in general terms, but make certain to include the nature of the interest, such as a paid consultant, a lecturer, a board member, an equity ownership, or a management or supervisory role in the sponsoring company. Such conflicts should be referred to the Vice Provost for Research for resolution. The proposed Informed Consent language must be reviewed by the IRB and, if necessary, by the USC Financial Disclosure Review Committee.

Example 1:  If there is possible commercial product development in the future, the following statement can be used.

The University of Southern California or the biotechnology company ______ (insert company name) may use your ______ (insert type of samples) for other research studies. Those studies may develop products that can be sold. If they make money from these products, you will not receive any money. 

Example 2: If you are getting financial support for other than study-related expenses, you must disclose this. The study-related expenses should be described in the budget, which must be submitted to the IRB. 

The investigator is receiving __________. (Describe briefly the nature of the financial support other than study-related expense from the sponsor.)

CONFIDENTIALITY
Any identifiable information obtained in connection with this study will be disclosed only with your permission or as required by law.

The members of the research team, the funding agency and the University of Southern California’s Human Subjects Protection Program (HSPP) may access the data. [remove references to funding agency if not applicable] 

The HSPP reviews and monitors research studies to protect the rights and welfare of research subjects.
Neither you nor anyone in the school will have access to your child’s responses or to the audio/video-recordings.

The data will be stored (state where and how the data will be stored.)[If applicable to the study describe the participant’s (childs) right to review/edit the audio-video-recordings and/or transcripts (parents cannot access their child’s responses), who will have access (including transcribers), if the audio-video-recordings will be used for educational purposes, describe how personal identities will be shielded/disguised and, if/when the audio-video-recordings will be erased (approximately).  If the audio-video-recordings will be maintained indefinitely, state how confidentiality will be maintained. If information will be released to any other party for any reason, state the person/agency to which the information will be furnished, the nature of the information, and the purpose of the disclosure. Give a brief description of how personal information, research data, and related records will be coded, stored, etc., to prevent access by unauthorized personnel (list the personnel who have access).  

[Indicate how long the data will be kept.  Please note that data must be kept for a minimum of three years after the completion of the study. The data may be kept indefinitely.]  
When the results of the research are published or discussed in conferences, no identifiable information will be included. 
PARTICIPATION AND WITHDRAWAL
You and/or your child’s participation is/are voluntary. You and/or your child’s refusal to participate will involve no penalty or loss of benefits to which you or your child are otherwise entitled. You may withdraw your consent, and your child may draw his/her assent, at any time and discontinue participation without penalty. You, or your child, are not waiving any legal claims, rights or remedies because of your/your child’s participation in this research study. [If appropriate, describe the anticipated circumstances under which participation may be terminated by the investigator without regard to the participant’s consent.]

ALTERNATIVES TO PARTICIPATION
[Please describe and explain the procedures that will be employed to provide alternate yet equal activities for those who wish not to participate. If the research is taking place during school hours, indicate what the child’s alternative is, for example: the alternative may be to continue with regular classroom activities, homework assignment, etc. For school-based research, parents should be informed that their child’s grades would not be affected. If there are no alternatives, so state or remove the section] 
For greater than minimal risk studies, include the “Emergency Care and Compensation” section which includes evening/emergency phone numbers. Otherwise, delete this section below.]
EMERGENCY CARE AND COMPENSATION FOR INJURY
If you are injured as a direct result of research procedures not done primarily for your own benefit, you will receive medical treatment; however, you or your insurance will be responsible for the cost.  The University of Southern California does not provide any other form of compensation for injury. 
INVESTIGATORS CONTACT INFORMATION
If you have any questions or concerns about the research, please contact [identify research personnel: Principal Investigator, Faculty Sponsor (if student is the Co-P.I.), Co-Investigator(s).  Include day phone numbers, email addresses and school/business addresses for all listed individuals.  (DO NOT INCLUDE HOME ADDRESSES FOR YOUR PERSONAL SAFETY).]

RIGHTS OF RESEARCH PARTICIPANT – IRB CONTACT INFORMATION
If you have questions, concerns, or complaints about your rights as a research participant you may contact the IRB directly at the information provided below.  If you have questions, concerns, complaints about the research and are unable to contact the research team, or if you want to talk to someone independent of the research team, please contact the University Park IRB (UPIRB), Office of the Vice Provost for Research Advancement, Stonier Hall, Room 224a, Los Angeles, CA 90089-1146, (213) 821-5272 or upirb@usc.edu.
	SIGNATURE OF PARENT(S) 


I/we have read the information provided above.  I/we have been given a chance to ask questions.  My/our questions have been answered to my/our satisfaction, and I/we agree to participate in this study and/or have our child(ren) participate in this study.  I/we have been given a copy of this form.

[If this is not applicable to your study and/or if the child does not have a choice of being audio/video-recorded/photographed please delete]

□ I agree to allow my child to be audio/video-recorded /photographed (remove the media not being used)

□ I do not want my child to be audio/video-taped/photographed (remove the media not being used)
[If this is not applicable to your study and/or if parents do not have a choice of being audio/video-recorded/photographed please delete]

□ I agree to be audio/video-recorded /photographed (remove the media not being used)

□ I do not want to be audio/video-recorded /photographed (remove the media not being used)
Name of Participant
Name of Parent (1)

Signature of Parent (1)




Date

[Note: Second parent signature required when research study is deemed by the IRB to fall under 45 CFR 46.406 or 45 CFR 46.407 – greater than minimal risk classification. If the study is not greater than minimal risk, the second signature portion can be removed.]

Name of Parent (2)

Signature of Parent (2)




Date

	SIGNATURE OF INVESTIGATOR


I have explained the research to the participant and his/her parent(s), and answered all of their questions.  I believe that the parent(s) understand the information described in this document and freely consents to participate. 

Name of Person Obtaining Consent
Signature of Person Obtaining Consent


Date 

Date of Preparation: [insert date] –ICF-Parents
USC UPIRB #


