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Summary

Guiding Legislation

Federal regulations (45 CFR 46) require that institutions that apply for federal funds must establish an Institutional Review Board (IRB) to protect the rights and welfare of human subjects who participate in research. The purpose of this document is to comply with federal policies to protect human subjects and to establish the Pellissippi State Technical Community College Institutional Review Board. The Pellissippi State IRB is responsible for reviewing and approving research before it may be conducted at or sponsored by Pellissippi State. This document also provides written procedures for IRB members and investigators to follow.
Applicability of Federal Policies and Jurisdiction of the Pellissippi State IRB

“Research” is defined as a systematic investigation designed to develop or contribute to generalizable knowledge. “Human subject” means a living individual about whom an investigator (whether professional or student) conducting research obtains (1) data through intervention or interaction with the individual or (2) identifiable private information. Because virtually all education projects involve human subjects, the National Science Foundation and other federal agencies now require institutions to provide the registration number of the institution’s IRB and to indicate the status of human subjects review before grants can be submitted.

The IRB review process described in this document applies to all research involving human subjects conducted by Pellissippi State faculty, staff, or students; conducted with Pellissippi State property; or conducted by others who want to use Pellissippi State employees or students as human subjects. All course projects involving human subjects are subject to IRB review. Investigators who collect data must follow informed consent procedures. This includes collection of data from voice, video, digital, and image recordings as well as from telephone interviews and electronic mail. Research that has been approved by the IRB may be subject to further appropriate review and approval or disapproval by College officials. However, federal policy does not allow those officials to approve the research if it has not been approved by the IRB.

Membership of the IRB

The director of Institutional Effectiveness, Research and Planning, who serves as chair of the IRB, recommends candidates for the IRB to the president of Pellissippi State. After approval by the president, the names are reported to the federal government when the IRB is registered. The IRB must have five or more members of varying expertise and diversity, including at least one individual from the community and one nonscientist. All IRB members must undergo training in human subjects protection (including ethical principles, federal regulations, and IRB procedures and policies) and sign a confidentiality agreement and a conflict of interest disclosure form. The Institutional Research office serves as liaison between the IRB, College staff, and investigators, and provides administrative support to the Pellissippi State IRB to ensure compliance with record keeping and reporting requirements.

Criteria for IRB Approval of Research

The Pellissippi State IRB is responsible for assessing whether the risks to research subjects are justified by the anticipated benefits to the subjects or to society. To approve research, the IRB must determine that all of the following requirements are satisfied: (1) risks to subjects are minimized; (2) risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects, and the importance of the knowledge that may result; (3) selection of subjects is equitable; (4) informed consent will be sought from each prospective subject or the subject’s legally authorized representative; (5) informed consent will be appropriately documented; (6) when appropriate to the research plan, adequate provision is made for monitoring the data collected to ensure the safety of subjects; and (7) when appropriate, there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data.

Categories of Review

Projects involving human subjects in research settings fall in four categories: (1) exempt from IRB review, (2) eligible for expedited review procedures, (3) require full-board review, and (4) previously approved projects in need of continuing review at intervals appropriate to the degree of risk but not less than once per year. A key factor for projects in the first two categories of review is that the proposed research involves no more than minimal risk. Federal policy defines minimal risk as an anticipated risk of harm in the proposed research that is not greater, considering probability and magnitude, than the risks ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.

Research that is Exempt from IRB Review:  Many education projects will be exempt from IRB review if certain criteria are met, but the IRB must certify that the project is exempt. The researcher does not have this authority. The project (1) must involve no more than minimal risk and (2) must be in one of the six categories listed in federal regulations. Investigators use Form A to apply for certification as exempt from IRB review. Projects that are certified as exempt from IRB review are not exempt from ethical principles and informed consent. No research procedures involving child participants (under 18 years of age) is exempt from review by the Pellissippi State IRB.
Research that is Eligible for Expedited Review:  Federal regulations allow IRBs to use an expedited review procedure (1) to review minor changes in previously approved research or (2) to review projects that involve no more than minimal risk and that appear in a list of nine categories established by the Department of Health and Human Services and published in the Federal Register. Under the expedited review procedure, the director of IR, serving as the IRB chair, reviews the research protocol and advises other IRB members of the research proposals that are approved. Investigators use Form B, checking Option B-1, to apply for expedited review.
Research Reviewed by the IRB Board at a Full Board Review (Convened Meeting):  All proposed research projects involving human subjects that do not qualify for exempt or expedited review must be reviewed by the Pellissippi State IRB at convened meetings at which a majority of members are present for discussion and voting. These projects either involve more than minimal risk or are not a category of research eligible for exempt or expedited review. The IRB may meet via teleconferencing if certain criteria are met and documented. Applications are prepared using Form B, Option B-2.
Continuing Review of Previously Approved Research: Every approved research study has an expiration date. Investigators may not continue their research activities past the expiration date.

The first expiration date is one year (minus one day) after the IRB initially reviewed the research. It is the primary responsibility of the investigator to keep track of this expiration date. Two months prior to the expiration date, the investigator must submit a continuing review application (Form C) to apply for IRB approval for the next 12 months. 

Researchers may not implement changes to their approved research studies without IRB approval.

Projects that were certified as exempt from IRB review (Form A) do not need continuing review even if they extend past one year when the scope and nature of the project remain unchanged. Investigators must seek IRB approval before implementing changes in the scope or nature of exempt projects.
Informed Consent

Informed consent is a legal requirement and is a core element in the protection of research participants’ rights and welfare. Informed consent is an ongoing process that ensures that participants have been provided information needed to knowledgeably and voluntarily decide whether to participate in the research. Federal regulations list many specific requirements for informed consent, including descriptions of procedures and foreseeable risks or discomforts to the subject, and a statement that the subject may discontinue participation at any time without penalty. Pellissippi State’s Policies and Procedures for the Review System for Human Subjects Research requires investigators to use the Informed Consent Template when preparing forms to ensure that all of the required elements of informed consent are included. Informed consent is obtained from subjects aged 18 and older. For children under age 18, parental permission and assent from the child is required. When appropriate, informed consent is obtained from a participant’s legally authorized representative. Videotaping participants or making other images or electronic records requires additional consent because of privacy and confidentiality issues. Researchers collecting data using recordings and other media records must also obtain a signed “Recorded Media Addendum To Informed Consent” from potential participants.

Steps in the IRB Approval Process

The Pellissippi State IRB must approve the research before the investigator makes any contact with the proposed subjects. Investigators must complete training in human subjects research and document these activities. Investigators complete the appropriate application: Form A for exempt projects; Form B for expedited or full-board review; Form C for continuing review. Investigators must also draft the Informed Consent instrument using the appropriate template and prepare any surveys, questionnaires, or recruitment flyers that will be used in the research. Investigators submit the signed application, certification of training, curriculum vita, informed consent instrument, and research materials to the director of Institutional Research. 

The director of Institutional Research, serving as the IRB chair, has the authority to certify the project as exempt or to approve it through the expedited process. If a full-board review is required, the director of Institutional Research will distribute the application and accompanying materials to the IRB members and convene an IRB meeting. The investigator may be invited to the meeting to answer questions.

The IRB can approve the application without reservation; approve the project with minor modifications; table approval of the project pending resubmission of the application, or disapprove the project if it determines that the human subjects are at a greater risk than the benefits to be accrued. If the project is not approved, the investigator can revise and resubmit the project or appeal the IRB’s decision through the IRB chair.

IRB approval is granted for a maximum of one year from the date of IRB approval (minus one day). Investigators seeking a continuation must submit Form C, Continuing Review Report. Projects that continue without IRB approval are not in compliance with federal or College policies.

Investigators submit Form D to report changes or adverse events and to close out completed projects. The close-out report is very important because federal regulations require records, including all signed informed consent documents, to be maintained for three years after the end of a project. The confidentiality of data must be safeguarded at all times to protect research participants.
Conclusion

Pellissippi State established a Review System for Human Subjects Research to protect participants. The IRB does not assume the role of evaluating the soundness of proposed research study, the merits of the research design, or the potential contribution of the research to the scholarly literature. Rather, the IRB is charged with evaluating each project’s compliance with ethical standards in regard to issues such as informed consent, confidentiality, and any risk to participants.
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