Parental Permission/Informed Consent to Participate in Research 

(Insert study title)

You are being asked to allow your child to participate in a research study. Before you give your permission for your child to participate, it is important that you read the following information and ask as many questions as necessary to be sure you understand what your child will be asked to do.

 Investigators: 

Provide the name and degrees of all investigators involved in the study. Indicate the department and institution with which the investigator(s) is affiliated. If you are a student, include the name of the person supervising your research.

 Purpose of the Study:

Provide an explanation of what the study is designed to determine or assess using language that is clear to the target audience. State the number of subjects being recruited for this study and the eligibility criteria used to identify prospective participants.

 Description of the Study:

Describe the procedures that the subject will be asked to follow (e.g., If you agree to allow your child to participate, he/she will be asked to...). Indicate the location where the research will be conducted and the expected duration of the subject's participation. Be specific regarding the amount of time study participation will require of the subjects. For example, if subjects will be expected to come to a certain location, inform them of this as well as the amount of time each visit will require. If the subject will be asked to complete a questionnaire or interview, describe the types of questions that he/she will be asked to answer. 

 What is Experimental in this Study:

Identify any procedures that are experimental. For example, a certain procedure might be experimental or a drug might be experimental. It is also possible that the only experimental aspect of the study is that all of the information is being collected for analysis. If this is the case, include the following statement: "None of the procedures [or questionnaires, if applicable] used in this study are experimental in nature. The only experimental aspect of this study is the gathering of information for the purpose of analysis."

 Risks or Discomforts:

DO NOT state that there are no risks associated with your study. You must provide a description of any risks or discomforts the subject might encounter as a result of participation. Additionally, a description of provisions you have made to address these risks or discomforts is required. For example, a child or minor subject may feel uncomfortable talking about his/her feelings or behaviors or he/she may become tired or frustrated when trying to complete a task or activity that is being measured. The parent/guardian should be informed of the potential for the child's discomfort and told that if the child begins to feel uncomfortable, he/she may discontinue participation, either temporarily or permanently.

Benefits of the Study:

Provide a description of any benefits the subjects can expect as a result of participating in the study. If there are possible benefits, also include the following statement: I cannot guarantee, however, that you or your child will receive any benefits from this study. If there are no benefits that the subjects can reasonably expect, state this within this agreement. Include potential benefits, if any, to science and society that may result from this research.

 Alternative Methods of Treatment:

When applicable, inform the parent/guardian of appropriate alternative procedures that might be advantageous to the child. 

 Confidentiality:

Describe the extent, if any, to which confidentiality of records identifying the subject will be maintained (include the procedures for using and storing data and include who will have access to the data). If video or audio tapes are used to record information, describe how the recording will be used, who will have access, how long the recording will be stored and when it will be erased. Also state whether the subject will be able to review and edit the tape(s) prior to any publication. If confidentiality will be maintained, clarify that it will be maintained to the extent allowed by law. 

Incentives to Participate:

If an incentive is offered to participants, describe what is being offered and what is required of the subject to obtain the incentive. If the subject is offered a payment, state the amount and the formula used for proration should the parent, child-subject or investigator choose to discontinue participation. State when the incentive will be awarded.

If an incentive is not offered, state that the participant will not be paid to participate in this study.

 Costs and/or Compensation for Participation:

If there are costs associated with participation (e.g., tests, office visits, etc.) specify, in detail, the extent of these costs.

 Compensation for Injury (include this section if your study involves more than minimal risk):

There must be a statement as to whether any medical treatments are available if injury occurs and, if so, what treatment is available and where further information can be obtained.

  Sample Statement

If injury is not covered by the study

· It is unlikely that participation in this project will result in harm to participants. If any complications arise, we will assist your child in obtaining appropriate attention. If your child needs treatment or hospitalization as a result of being in this study, you are responsible for payment of the cost for that care. If you have insurance, you may bill your insurance company. You will have to pay any costs not covered by your insurance. North Carolina A&T State University will not pay for any care, lost wages, or provide other financial compensation.  

 Voluntary Nature of Participation:

Participation in this study is voluntary. Your decision of whether or not to allow your child to participate will not prejudice your future relations with San Diego State University [include the names of other institution(s)involved in the research]. If you decide to allow your child to participate, you are free to withdraw your consent and to discontinue his/her participation at any time without penalty or loss of benefits to which you are otherwise entitled.

 Questions about the Study:

If you have any questions about the research now, please ask. If you have questions later about the research, you may contact... (name, work phone - do not include your home phone number). 

If you have questions regarding your child's rights as a human subject and participant in this study, you many call the Institutional Review Board at North Carolina A&T State University for information. The telephone number of the Committee is 336-334-7995. You may also write to the Committee at: 1601 East Market Street Greensboro, NC 27411
Agreement:

The North Carolina A&T State University Institutional Review Board has approved this consent form as signified by the Committee's stamp. The consent form must be reviewed annually and expires on the date indicated on the stamp. 

Your signature below indicates that you have read the information in this document and have had a chance to ask any questions you have about the study. Your signature also indicates that you agree to allow your child to be in the study and have been told that you can change your mind and withdraw your consent to participate at any time. You have been given a copy of this agreement. You have been told that by signing this consent document you are not giving up any of your legal rights.

 

_______________________________

____________________________________
Name of Participant (please print)

Name of Parent/Legal Guardian (please print)
________________________





________________

Signature of Parent/Legal Guardian (please print)


Date

_______________________________




_________________

Principal Investigator






Date
