
Appendix K: Steps for Investigators

Pellissippi State Institutional Review Board

Research Request Involving Human Subjects

IRB Procedure Steps

The Research Approval Process for Investigators

The purpose of the Pellissippi State Institutional Review Board (IRB) is to protect the rights and welfare of human subjects in research projects by minimizing risks and ensuring informed and voluntarily participation. These objectives are in compliance with the U.S. Department of Health and Human Services (HHS) regulations for the protection of human research subjects as published at Title 45 Code of Federal Regulations, part 46. The following ethical principles govern the Pellissippi State IRB in the discharge of its responsibilities for human subjects research regardless of whether the research is subject to federal regulation and covers both funded and non-funded human subjects research:

Ethical Principles from the Belmont Report

· Respect for Person – acknowledgement of the autonomy of the individual and the responsibility to provide special protection for individuals with reduced autonomy

· Participation is voluntary and subjects give informed consent

· Beneficence – a responsibility to do no harm, to maximize possible benefits, and to minimize possible harm

· Risks are minimized and reasonable in relation to anticipated benefits

· Justice – an expectation of fairness in distribution of benefits realized from research as well as its burdens

· Rights and welfare of subjects are maintained 

All Pellissippi State research involving human participants must be reviewed following Pellissippi State IRB procedures and approved prior to the initiation of research activity and contact with potential human participants.  The best place to start this process is by contacting Dr. Sharon Yarbrough, director of Institutional Effectiveness, Research and Planning at 865-694-6526 or slyarbrough@pstcc.edu.  The director of Institutional Research is chair of the IRB. Although certain research is exempt from review, these projects must be certified as exempt by the Pellissippi State IRB. 

Investigator Action Steps for Research Involving Human Subjects
1. Discuss your proposed research with the director of Institutional Research, who serves as chair of the IRB

· Complete the Grant Interest Form as appropriate (available on the Grant Development website)

2. Review Pellissippi State policies and federal regulations

· Pellissippi State Policy 08:02:01, “Conducting Research at Pellissippi State”

· Pellissippi State Institutional Review Board Policy

· Federal Regulations 45 CFR 46: Protection of Human Subjects

3. Complete the Investigator Training for human subjects research (start with the Pellissippi State PowerPoint presentation available on the Institutional Research website)

4. Prepare research application (use Form A or Form B, as appropriate) for IRB review 

a. Form A: use to apply for an exemption from the IRB for projects that

a) Involve no more than minimum risk and

b) Fall into one of the government’s six exempted categories and 

c) Involve no children or other vulnerable populations 

b. Form B, Option B-1: use to apply for expedited review for projects that

a) Involve no more than minimum risk and

b) Fall into one of the government’s nine categories of research eligible for expedited review

c) Minor changes to approved research can also be reviewed under expedited procedures

c. Form B, Option B-2: use for research requiring full-board review (projects that are not eligible for exempt or expedited review) 

d. Form Contents

a) Goal of the project

b) Objective(s) for the period of the project

c) Description of human subject participation

d) Methods and procedures

e) Specific risks and protection measures

f) Benefits

g) Method of obtaining informed consent from participants

h) Confidentiality and privacy plans

i) Commitment of investigator to comply with federal regulations

j) Original signatures required on application forms

5. Prepare informed consent documents using the appropriate Pellissippi State IRB informed consent template

· General Informed Consent

· Permission from parents or legally authorized representative (LAR) and assent of child (for minors and other vulnerable populations)

· Video/Media addendum, if appropriate

6. Submit Form A or Form B to the director of Institutional Research/IRB chair with the required attachments

· Curriculum Vita of PI and Co-PI including past experience with human subjects research

· Certificate of human subjects research training

· Completed  informed consent documents 

· Copies of all surveys and/or questionnaires, brochures, information sheets, and advertising that will be used

· Transcript of oral instructions when used in lieu of a written informed consent document (e.g., if this approach is used for vulnerable populations)

· Video/Media Addendum to informed consent document if applicable

7. Prepare for continuing review by the IRB for non-exempt projects (projects approved on Form B application), as required by federal regulations

a. IRB approval of research does not extend past one year (minus one day) from the date of IRB approval

b. The IRB will determine if a project requires review by the IRB more often than annually

c. Two months prior to the expiration date of the approval, Form C (Continuing Review Report) is due to the IRB. For example, if the IRB approved the project on July 1, 2008, the approval to conduct the research expires on June 30, 2009; Form C would have to be submitted to the director of Institutional Research/IRB chair by April 30, 2009.

d. Form C required attachments:

· Copies of all informed consent documents

· Surveys and/or questionnaires currently being used

· A copy of the annual report submitted to the funding agency (if applicable)

e. Continuing review by the IRB can be conducted through expedited review procedures or full-board review, as determined by the IRB

8. Submit Form D, Project Status Report: Changes and/or Close-Out, before making any minor changes in the protocol of approved projects. Also submit any other minor changes, such as 

· Any changes in the project such as title, participants, adverse affects, informed consent, or project location

· Major modifications to protocol require resubmission of Form B.

9. Maintain documentation for the research project, including copies of all signed informed consent forms, for at least three years after the project is closed out.

10. Report any non-compliance issues with the project to the director of Institutional Research/IRB chair immediately

11. Promptly submit the closing report for the research project to the director of Institutional Research/IRB chair

· Use Form D: Project Status Report: Changes and/or Close-Out

· Also use Form D to report terminations of projects that were submitted to the IRB for approval but that were never started 

Timeline Chart for Human Subjects Review System at Pellissippi State

	Two weeks before study is to begin
	Investigator submits application for exemption from review (Form A) or expedited review (Form B, option B-1) to Director of Institutional Research, serving as IRB chair,

	Four weeks before study is to begin
	Investigator submits application for full-board review (Form B, option B-2) to Director of Institutional Research, serving as IRB chair, for distribution to IRB

	Two weeks before IRB meeting
	IRB members receive all application materials for review

	Within 5 days of IRB meeting
	Investigators are notified if they have been invited to attend the IRB meeting to answer questions on their research

	Two months prior to the anniversary date of the IRB approval
	Investigator submits Form C, Continuing Review Report, to the director of Institutional Research, serving as IRB chair, for processing/distribution

	At conclusion of research project
	Investigator submits Form D, Project Status Report: Changes and/or Close-Out, to the director of IR/IRB chair.

	Three years following the conclusion/close-out of the research
	Investigators must keep signed informed consent documents and other identifiable records in a secure location to ensure the privacy participants and the confidentiality of their records.
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