Appendix I: Informed Consent

Pellissippi State IRB template forms and letters meet all elements of informed consent and are required to be used by investigators in their human subject protects.  Note: Any deviation from these templates must be approved prior to use by the Pellissippi State IRB.
 Investigators must obtain the signed informed consent of participants. ALL research involving human participants must follow the provisions of applicable regulations regardless of whether the activity is exempt from IRB review or not. For subjects who are less than 18 years of age, the investigator must obtain the signed permission of parents or legal guardian, and all reasonable attempts must be made to obtain each participant's assent, which is defined as the participant's agreement to participate in the study. 

The principles and basic elements of informed consent are provided in Section 5.0 of this document and are found in 45 CFR 46.116.

Normal informed consent procedures call for a written consent document and the signature of the participant. If the only document linking the identities of the participants to the research is the informed consent document, then the requirement for written consent may be waived by the IRB upon the investigator’s request and justification on Form A or Form B. Verbal consent is still required after providing the subject with a fair and reasonable explanation of the research, the participant’s role in it, anticipated risks and protection measures, and a statement that the participant is free to withdraw at any time without penalty. The potential subject should understand that his/her participation is voluntary, and he/she should have an opportunity to ask questions about the research. These requirements apply to all direct contacts with subjects and to such research methods as telephone surveys.

Questionnaires and Surveys

With mail questionnaires and drop-box surveys, where the respondent remains anonymous, the researcher should provide a similar explanation about the purpose of the research and the procedures for completing the questionnaire. This material may be contained in the cover letter accompanying the questionnaire or at the head of the questionnaire itself. The explanation should close with a statement to the effect that “return of the questionnaire will constitute your informed consent to participate.”

If the respondent does not remain anonymous – that is, if the investigator can initially identify each return with a subject, as is often the case where follow-up questionnaires may be sent – this fact should be revealed to the subject and written consent procedures used.

Other Considerations for Investigators Who Are Obtaining Legally Effective Informed Consent from Prospective Subjects

· State the methods you will use to obtain legally effective informed consent, assent, or permission (as applicable) from participants or participants’ legally authorized representatives (LAR).

· Clearly describe how you will seek consent from participants in a manner that allows them sufficient opportunity to consider whether to participate, and that minimizes the possibility of coercion or undue influence.

· Use language in your informed consent procedure that is understandable to your participants or their LARs.

· Use a written consent document that contains all the basic elements of informed consent (use the Pellissippi State IRB required template).  This form is signed by the participant or a LAR and an extra copy is provided for participant’s use and information.

· Any exceptions to the Pellissippi State IRB informed consent template(s), such as presenting the basic elements of informed consent orally, must be approved by the Pellissippi State IRB prior to contact with prospective subjects.  Written summaries of what is to be said to the participant should be attached to Form A or Form B applications.

· The Pellissippi State IRB may approve other procedures, if investigators explain the need for an alternative consent process.  Provision of informed consent by alternative means must be approved by the Pellissippi State IRB.

· Criteria for approval of alternative means of securing informed consent include (but are not limited to) the following:
1. The research involves no more than minimal risk to the participants;

2. The waiver or alteration will not adversely affect the rights and welfare of the participants;

3. The research could not practicably be carried out without the waiver or alteration; and

4. Whenever appropriate, the participants will be provided with additional pertinent information after participation.

· On Form A or Form B, investigators must state how and where they will store the signed consent documents.  During the research project, storing signed informed consent forms at locations other than at Pellissippi State may be necessary; however, the Pellissippi State IRB must approve these sites.

Note: For legal purposes, signed consent documents must be kept at Pellissippi State for three (3) years following completion of the research and must be accessible to authorized Pellissippi State personnel.
In addition, all records of participants must be maintained in a secure location to guarantee confidentiality. The informed consent template addresses the following issues:

1. A statement describing the procedure for maintaining the participant’s files/records.  

2. A statement that the records identifying the participant will remain confidential.
3. A description of where they will be stored.
4. A statement of who will have access to them.
· On the informed consent document, compensation is not defined as a benefit of research.
· Additional elements of informed consent may be required in some cases. Check with the director of Institutional Effectiveness, Research and Planning, who serves as IRB chair, for further information.
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