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Statement of Principles
The following ethical principles govern Pellissippi State Technical Community College (also referred to as Pellissippi State) in the discharge of its responsibilities for protecting the rights and welfare of human subjects of research conducted at or sponsored by the College. These principles govern human subjects research regardless of whether the research is subject to federal regulation and cover both funded and non-funded human subjects research. 

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

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

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

The College set up the procedures described below to ensure that in the conduct of research involving human subjects that

· Risks are minimized and reasonable in relation to anticipated benefits

· Participation is voluntary and subjects give informed consent

· Rights and welfare of subjects are maintained

These ethical principles are guided by the Belmont Report (see Appendix L), which Pellissippi State has adopted to fulfill its responsibilities to protect human subjects in research.



1.0 Introduction

Rational of this Policy

U.S. Department of Health and Human Services (HHS) regulations for the protection of human research subjects are published at Title 45 Code of Federal Regulations, part 46. These regulations require that institutions that apply for federal funds must establish and register an Institutional Review Board (IRB) and assure that proposals submitted are compliant with federal policy.
Pellissippi State has agreed to protect the welfare of all human subjects involved in research, whether or not the research is conducted or supported by a federal department or agency. To comply with the legislation and to ensure that subjects are protected, the College has established the Pellissippi State Technical Community College Institutional Review Board (hereinafter referred to as the Pellissippi State IRB or the IRB). 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 and/or students as human subjects.



1.1 Guiding Legislation
The Code of Federal Regulations (CFR) is a collection of the regulations that have been promulgated under United States law. U.S. Department of Health and Human Services regulations for the Protection of Human Subjects (45 CFR 46) were published in 1991 and include four subparts: subpart A, also known as the “Common Rule”; subpart B, additional protections for pregnant women, human fetuses, and neonates; subpart C, additional protections for prisoners; and subpart D, additional protections for children. The Common Rule was codified in separate regulations by 15 federal departments and agencies. Each agency includes in its chapter of the Code of Federal Regulations section numbers and language that are identical to those of the HHS codification at 45 CFR part 46, subpart A.

The National Science Foundation (NSF) is one of the agencies following the Common Rule (at 45 CFR 690). NSF policy is that all projects involving human subjects must either (1) have approval from an organization’s Institutional Review Board before issuance of the NSF award or (2) identify the applicable subsection of federal policy exempting the proposal from IRB review. The process investigators must use for (1) and (2) is described in this document. Other federal agencies, such as the U.S. Department of Education, have similar requirements. (See Appendix H for a brief history of regulations to protect human subjects and for a list of the federal agencies following the Common Rule.)
Applicability to Educational Projects

Until recently, it was often assumed incorrectly that if the “human subjects” box was not checked on grant application forms, the proposal was exempt from IRB overview. Because virtually all education projects involve human subjects, NSF now requires program directors to get this information from investigators before proceeding with an award recommendation. Many grants are submitted electronically via the Grants.gov website. In the future, this site will require grant proposals to indicate the status of human subjects review before grants can be submitted.



1.2 Scope of this Document

This manual was prepared to help investigators comply with Pellissippi State policies and federal regulations concerning the use of humans in research. Another purpose is to comply with 45 CFR 46, which requires written procedures to protect human subjects used in research conducted under the auspices of this College. Some essential material has been placed in the appendixes. 



1.3 Responsibilities and Services of the Office of Institutional Effectiveness, Research and Planning

The office of Institutional Effectiveness, Research and Planning (also known as Institutional Research or IR) is responsible for the development of policies and procedures governing the implementation of federal regulations concerning the use of human subjects in research. The IR office also provides full support to the Pellissippi State IRB, serving as liaison between investigators at Pellissippi State and the Pellissippi State IRB. The director of Institutional Research, who is also responsible for the Pellissippi State Grants Office, reports to the president of the College. 
The IR office provides the following services:

Leadership for the Pellissippi State IRB: The director of Institutional Effectiveness, Research and Planning is chair of the Pellissippi State IRB. Investigators who need to discuss the review process or a proposed study with a member of the Pellissippi State IRB should contact the Pellissippi State IRB chair at (865) 694-6526.

Preliminary Review and Assistance: Staff members in the IR office review all research projects involving human subjects to determine applicability of federal regulations and institutional policy.

Policies and Procedures: The IR office develops the policies and procedures for the review of research involving human subjects in consultation with the Pellissippi State IRB.

Education: The IR office, in consultation with the Pellissippi State IRB, provides information and other educational assistance to departments and to investigators regarding regulations, policies, and procedures applicable to research involving human subjects. The Pellissippi State IRB and the IR office provide seminars for faculty and staff. Resources related to human subjects research are posted on the IR website.

Records and Files: The IR office maintains all IRB records including agenda and minutes, policies, regulations, forms, reference materials, and applications to conduct research that investigators submit to the Pellissippi State IRB. 



1.4 Institutional Assurance of Compliance
Pellissippi State must file a Federalwide Assurance (FWA), which is an assurance of compliance with the federal regulations for the protection of human subjects in research. It is approved by the Office for Human Research Protections (OHRP) for all human subjects research conducted or supported by the U.S. Department of Health and Human Services. The assurance includes a statement of ethical principles, the registration number of the Pellissippi State IRB, and the name of the Human Protections Administrator (HPA) for the College. The HPA for Pellissippi State is the director of Institutional Research. 

FWAs also are approved by OHRP for federalwide use, which means that other federal departments and agencies that have adopted the Federal Policy for the Protection of Human Subjects may rely on the FWA for the research that they conduct or support. If Pellissippi State engages in research conducted or supported by non-HHS federal departments or agencies, the HPA will consult with the sponsoring department or agency for guidance regarding whether the FWA is appropriate for the research in question.

Pellissippi State’s current Federalwide Assurance is in effect from 4/29/2009 through 4/29/2012. The assurance number assigned to Pellissippi State is FWA00014395.  Pellissippi State voluntarily agreed to apply its FWA to the Common Rule and subparts B, C and D of the HHS regulations at 45 CFR 46 to all research, regardless of source of support, unless an agency or department conducting or support the research determines that the research shall be conducted under a separate assurance.



2.0 Institutional Review Board

2.1 Purpose

The Pellissippi State IRB is an administrative body established to protect the rights and welfare of human research subjects recruited to participate in research activities conducted under the auspices of Pellissippi State and to ensure that this research is conducted in full compliance with both the letter and the spirit of the regulations protecting human research subjects. The IRB has the authority to approve, require modifications in, or disapprove all research activities that fall within its jurisdiction as specified by both the federal regulations and College policy. 

The first two questions the IRB faces is whether the activity involves research, and second, whether it involves human subjects. Research is defined by the regulations as "a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge" [Federal Policy §___.102(d)]. Human subjects are defined by the regulations as "living individual(s) 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" [Federal Policy §___.102(f)].


2.2 Jurisdiction of the Pellissippi State IRB

The use of human subjects in any experimental environment, whether it be research (funded or non-funded) or other scholarly activities (such as surveys, questionnaires, and classroom experiences) must be reviewed, and the use of human subjects as set forth in the proposed activity plan must be approved by the Pellissippi State IRB before such activities are initiated and before potential subjects are contacted about or recruited for the project. The Pellissippi State IRB is charged with evaluating each research project’s compliance with ethical standards in regard to issues such as confidentiality and the protection of the rights and welfare of human subjects. The Pellissippi State IRB oversees the protection of human subjects by ensuring that risks to subjects are minimized and that participation by subjects is informed and voluntary. The Pellissippi State IRB is also responsible for certifying when projects are exempt from IRB review.

The goal of the Pellissippi State Review System for Human Subjects Research is 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.
All proposals to conduct research at Pellissippi State must be initiated through the process described in Pellissippi State Policy 08:02:01, “Conducting Research at Pellissippi State.” College officials may not, however, approve research if it has been disapproved by the Pellissippi State IRB [Federal Policy §___.112].


2.3 Authority and Organization of the IRB

The Pellissippi State IRB was created at Pellissippi State in 2008. Its formal name is Pellissippi State Technical Community College Institutional Review Board. 

The Pellissippi State Institutional Review Board operates under the U.S. Department of Health and Human Services regulations for the Protection of Human Research Subjects (45 CFR 46). The Pellissippi State IRB is guided by the ethical principles regarding all research involving humans as subjects as set forth in the April 18, 1979, report of the National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research, entitled “Ethical Principles and Guidelines for the Protection of Human Subjects of Research,” commonly referred to as the Belmont Report (see Appendix L).
The Pellissippi State IRB reports to the director of Institutional Effectiveness, Research and Planning/Grant Development, who also serves as the IRB chair. The overall registration number that OHRP assigned Pellissippi State for its IRB organization (IORG) is IORG0005816. The registration number for Pellissippi State’s IRB is IRB00007011 (IRB #1). The expiration date for both registrations is 4/21/2012.


2.4 Membership: Background and Training

The IRB is composed of a minimum of five (5) members. These members come from diverse backgrounds in order to promote the review of human subjects research activities and to provide the professional competency necessary for this review. The director of IR, serving as chair of the IRB, recommends members of the IRB to the president of Pellissippi State for approval. Members are selected with consideration to their experience and expertise, their racial and cultural backgrounds, and their sensitivity to such issues as community attitudes.

The IRB includes both male and female members. The IRB also includes among its members at least one individual whose primary expertise is in a nonscientific area, at least one individual whose expertise is in a scientific area, and at least one individual from the community who has no affiliation with Pellissippi State other than as an IRB member. In this manner, the composition of the IRB not only meets regulatory requirements but also ensures the expert and sensitive review of all projects submitted.
Members shall serve on the Pellissippi State IRB for a minimum period of three years with appointments becoming effective at the beginning of each fall semester. Appointments are made so that terms of the members are staggered with no more than three members’ terms expiring at the same time. All appointments are subject to renewal at the discretion of the president of the College. Members may be replaced prior to the end of their term if they are unable to fulfill their responsibilities. The director of Institutional Effectiveness, Research and Planning is a permanent (voting) member of the IRB, serving as chair of the IRB and as the designated reviewer for expedited research applications. 
The Pellissippi State IRB will invite individuals with competence in special areas to assist in the review of issues that require expertise beyond or in addition to that available on the Pellissippi State IRB. These individuals may not vote with the Pellissippi State IRB.

See Appendix M for more information on the membership of the Pellissippi State IRB.

Training

All Pellissippi State IRB members are required to undergo formal training at the time of their initial appointment. The self-paced training course is available on the IR website. The training is described in detail in Appendix J, which also provides the certification form to document training. Retraining and recertification is required every three years for members who continue to serve on the IRB. Appendix E provides links to other training resources for IRB members, investigators, and other interested persons.

Volunteer Agreement
IRB members who are not employees of Pellissippi State must sign a “Volunteer Agreement” form available from the Human Resources website at http://www.pstcc.edu/departments/human_resources/docs/volunteer.doc


2.5 Operations of the IRB

A. IRB meetings are scheduled as required.

B. The place and time of meeting, agenda, and study material to be reviewed are distributed to IRB members at least two weeks prior to the meeting.

C. Voting requirements

1. Except when an expedited review procedure is used, a quorum of the IRB, duly convened through written notice, shall be a majority of voting members with varying backgrounds to promote complete and adequate review of research activities, including at least one member whose primary concerns are in nonscientific areas.

2. In order for the research to be approved, it shall receive the approval of a majority of those voting members present at the meeting. Although meetings conducted with all participating IRB members physically present are preferred, IRB meetings conducted via telephone conference call are permitted. 
3. Investigators, including those who are also IRB members, may offer information and answer questions about their protocols at a convened meeting, but may not be present during voting (even if this means being unable to continue the meeting because of quorum requirements).
D. Grievances

The IRB chair is responsible for determining the disposition of any grievances (e.g., of a research subject against an investigator). The chair will inform the IRB of all grievances and, if requested, the board will act in an advisory capacity.



2.6 Appeal Process

In virtually all instances, investigators work with the director of Institutional Research, serving as IRB chair, to reach agreement on the best ways to meet requirements to protect human research subjects. Nevertheless, the College maintains an appeals procedure should these less formal efforts fail to reach an accord. The appeals procedure should be used ONLY after all other avenues of discussion have been exhausted.

In the event an investigator wishes to appeal a decision of the Pellissippi State IRB with respect to approval or to requested modifications in the project, he/she may address a written request to the director of Institutional Research/IRB chair for a follow-up meeting of the Pellissippi State IRB. The request should contain sufficient information to identify the project, actions of the IRB, the means used to settle outstanding disagreements, and the reasons for the investigator's appeal.

The director of Institutional Research, serving as IRB chair, will convene the IRB. 

If the IRB believes that the project should be approved in light of modifications, a new vote may be taken.  The result of this vote is final; consequently, there are no other appeals.  


2.7 Record Keeping and Reporting Requirements

The Pellissippi State Institutional Research office prepares and maintains adequate documentation of Pellissippi State IRB activities, including the following:

1. Copies of all research proposals reviewed, approved sample consent documents, and continuing reports submitted by investigators.

2. Detailed minutes of IRB meetings, showing:

a. Members present (any consultants, guests, or others shown separately)

b. Initial and continued presence of a majority of members, including at least one nonscientist member (the minutes must note when members who have a conflict of interest absent themselves during discussion and voting on the research in which they have a conflict of interest)

c. Written summary of the discussion on debated issues and their resolution including

i. Whether the project requires review more often than annually

ii. For continuing review: Whether the project needs verification from sources other than the investigators that no material changes have occurred since the previous IRB review

iii. For projects funded by grants, whether a copy of the grant proposal was reviewed by the IRB

d. The basis for requiring changes in or disapproving research

e. Actions taken by the IRB

f. The vote on such actions, including the number if votes for, against, and abstentions

g. For meetings convened via telephone conference, minutes must clearly document that each IRB member (i) received all pertinent material prior to the meeting and (ii) could actively and equally participate in the discussion of all protocols

3. Records showing which research projects were certified as exempt from IRB review by the director of Institutional Research, serving as IRB chair.

4. Records showing which research projects were approved under the expedited review process.

5. Records of continuing review activities, updated consent documents, and summaries of on-going project activities.  

6. Copies of all correspondence between the IRB and the investigators.

7. A detailed list of IRB members (names; degrees; representative capacity; experience including board certifications, licenses, etc., sufficient to describe each member’s chief anticipated contributions to IRB deliberations; and any employment or other relationship between each member and the College).

8. Any statements of significant new findings developed during the course of the research (unanticipated risks or adverse reactions) that are provided to subjects as required in 45 CFR 46.116(b)(5).

9. Adverse reactions reports and documentation that the IRB reviews such reports.

10. General project information provided to subjects (e.g., fact sheets, brochures).

11. Written procedures for the IRB (See Appendix W).

12.  The director of Institutional Research, serving as IRB chair, will sign and date application forms (Form A and Form B) showing date of action and outcome. The director of Institutional research, serving as IRB chair, has authority to sign all IRB items.

These documents and records shall be retained for at least three (3) years after completion of the research, and the records shall be accessible for inspection and copying by authorized representatives of the Department of Health and Human Services, the Food and Drug Administration, the Department of Veterans Affairs, and other federal regulatory agencies, at reasonable times and in a reasonable manner.

The director of Institutional Research, serving as IRB chair, notifies the investigator of IRB decisions orally in person or by telephone; or electronically by e-mail. A copy of the minutes and a copy of the signed Form A or Form B, if approved, is forwarded to the investigator within 5 working days. To keep the College informed of IRB decisions, the IR director, serving as the IRB chair, notifies President’s Staff of the findings, which are recorded in President’s Staff Notes. 
All forms submitted or retained as evidence of informed consent must be preserved by the investigator for at least three years after the project is officially closed (Form D must be submitted to close out the project).  The IRB must be notified if there is a change of the investigator of grant funded research.



2.8 Alternates

Trained alternates may be formally appointed and listed as needed on the IRB roster to vote in place of an absent voting member.  Although an alternate may be designated for more than one Pellissippi State IRB member, each alternate may represent only one regular member at a convened meeting. Alternates will have similar expertise and background to members to ensure that all core areas are represented at every IRB meeting.   Generally, only one member of each pair will participate in a given meeting, counting towards quorum and the vote.  If the primary member has a conflict of interest and cannot conduct an assigned review, and the alternate does not have a conflict, he or she may conduct the review, count towards quorum, and vote for that research protocol.


2.9 Confidentiality and Conflict of Interest

All Pellissippi State IRB members must sign a confidentiality agreement and conflict of interest disclosure form prior to being assigned research projects for review. See Appendix F for the Confidentiality Agreement form. Also see Pellissippi State Policy 06:l7:02, “Conflict of Interest” (see Appendix E for an electronic link to this policy).
No member of the Pellissippi State IRB may participate in the initial or continuing review by the IRB of any project in which the member has conflicting interest, except to provide information requested by the IRB.

Pellissippi State IRB members should identify any potential conflicts on the agenda prior to the beginning discussions of the research activity and absent themselves from the meeting room when the IRB discusses and votes on the research in which they have a conflict of interest.



3.0 Review Categories for Research

Determination as Research
As defined in the Code of Federal Regulations (45 CFR 46.102), research means a systematic investigation – including research development, testing and evaluation – designed to develop or contribute to generalizable knowledge. Activities that meet this definition constitute research for the purposes of this policy, whether or not they are conducted or supported under a program that is considered research for other purposes. For example, some demonstration and service projects may include research activities.

As discussed in the Office of Human Research Protection IRB Guidebook (see Appendix L for an electronic link to the Guidebook), the definition above is interpreted comprehensively to include as research any project in which any part of the project is to be a contribution to generalized knowledge and/or its results may be made public in some way. This includes presentation at a conference or other professional meeting, distribution of a model to other organizations, or potential utilization of the data or strategies by another institution. The following factors are considered when determining whether an activity is subject to IRB review:

· Is the activity a systematic investigation designed to develop or contribute to generalizable knowledge?

· Does research involve obtaining information about living individuals?

· Does the research involve intervention or interaction with the individuals?

· Is the information individually identifiable?

· Is the information private? (The designation of private would include behavior that occurs in the context in which an individual can reasonably expect that no observation or recording is taking place or which the individual can reasonably expect will not be made public.)



3.1 Four Categories of Review 

There are four categories of review for projects involving human subjects in research settings:
1. Exempt from Review 

2. Expedited Review 

3. Full Board Review (requires review by the convened Pellissippi State IRB with a quorum of IRB members)

4. Continuing Review (of projects that were approved under an expedited review or full-board review)

Each category is explained below.

Important: Individuals seeking to conduct research on human subjects may never make the decision that their research is exempt from review. This determination is made through the Pellissippi State IRB process described below.

The chart below summarizes the four categories of human subjects research projects, the type of review corresponding to each category, and the type of form that the investigator must submit to the IRB.

Table 3.1: The Four Categories of IRB Review for Human Subjects Research
	Type of Review
	Project Meets These Conditions
	Form Required

	(1) EXEMPT:
May apply for certification by the Pellissippi State IRB as exempt from Pellissippi State IRB review 
	Project meets both conditions:

1. no more than minimal risk AND

2. research is in one or more of the six exempted research categories listed in ”Instructions for Form A” (see section 3.3.1 for an overview)

Note: research with subjects under 18 years old is not eligible for exempt review but will be considered under expedited or full board review. 


	Form A

	(2) EXPEDITED:

May also be used to review minor changes in previously approved research during the period (of one year or less) for which approval is authorized.
	Project meets both conditions:

1. no more than minimal risk AND

2. research is in one or more of the nine categories eligible for expedited review listed in “Instructions for Form B” (see section 3.4.1 for an overview)
	Form B, option B-1

	(3) FULL-BOARD REVIEW:


	Project does not meet the criteria for exempt or expedited review. One or more of the following conditions exist:

1. Project involves no more than minimal risk but does not fall in a category eligible for exempt or expedited review or

2. Project involves more than minimal risk 
	Form B, option B-2

	(4) CONTINUING REVIEW:

For projects that were approved under Form B. 
	Required at least annually for ongoing projects that were previously approved by the IRB (either those approved under expedited procedures or those approved after full IRB review). Continuing review is not required for research that was exempted from Pellissippi State IRB review unless changes are proposed to the scope of the research. These proposed changes cannot be undertaken until the IRB has approved them.
	Form C




3.2 Definition of Minimal Risk

A key factor for projects in the first two categories of review is that the proposed research involves no more than minimal risk. 

Federal regulations define minimal risk in a research activity as an anticipated risk of harm in the proposed research that is not greater, considering probability and magnitude, than risks ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.


3.3 Exempt Review (no more than minimal risk to human subjects)

The federal regulations in 45 CFR 46 allow for six classifications of research to be exempted from IRB review. Only the director of Institutional Effectiveness, Research and Planning, who also serves as IRB chair, may certify the research as “exempt from IRB review.” To determine whether the research qualifies as exempt from IRB review, a Form A and its associated procedures have been developed (see Appendix A).  Investigators who are planning an activity involving human subjects that (1) involves no more than minimal risk and (2) falls into one of the six categories listed in section 3.3.1 must submit Form A to the director of Institutional Effectiveness, Research and Planning, who serves as IRB chair. Projects that are certified as exempt from IRB review are not exempt from ethical principles and require informed consent.  

Note: research with subjects under 18 years old is not eligible for exempt review but will be considered under expedited or full board review.

3.3.1 Overview of the Six Categories of Research Eligible for Exemption from IRB Review

The six (6) classifications of research eligible for certification of exemption from the federal policy on human subjects research are summarized below. See “Instructions for Form A” in Appendix A for the full language from the federal policy for each category.

Category 1. Research conducted in established or commonly accepted educational settings, involving normal educational practices (e.g., research on instructional strategies and techniques, curricula, or classroom management methods).

Category 2. Research involving the use of educational tests, survey procedures, interview procedures or observation of public behavior. IMPORTANT EXCEPTION: if the information in the study is recorded in such manner that the identity and responses of human subjects might be determined and could be harmful (e.g., financially, legally, professionally or personally) to the subject if revealed, then this research is NOT exempt from formal IRB review).

Category 3. Research involving the use of educational tests, survey procedures, interview procedures or observation of public behavior that is NOT exempt as explained in the exception in Category 2 can be eligible for an exemption if (1) the human subjects are public officials or candidates for public office or (2) federal statutes protect the confidentiality of personally identifiable information.

Category 4. Research involving the collection or study of existing information (such as data, documents, or records) if these sources are publicly available or if the information is recorded by the investigator so that the identity of the subjects cannot be determined.

Category 5. Research and demonstration projects that are approved by federal department or agency heads designed to study public benefit or service programs (see Form A instructions in Appendix A for more information). 

Category 6. Taste and food quality evaluation and consumer acceptance studies (see Appendix A for more information).



3.4 Expedited Review (no more than minimal risk to human subjects)

An application (Form B) must be prepared for projects that place human subjects at minimal risk and that fall in one nine (9) classifications established by the federal government (see Section 3.4.1). However, because these projects may be eligible for expedited review, investigators may check the “Expedited Review” option (check box B-1) on Form B. The IRB will review this request. If the director of IR, serving as IRB chair, does not approve expedited review, the IR director/IRB chair will forward the application for full board review (option B-2 on Form B).

Expedited review procedures are described in HHS regulations at 45 CFR 46.110. Under an expedited review procedure, Pellissippi State’s director of Institutional Research, serving as IRB chair, reviews the research protocol. In conducting expedited review, the IR director, serving as IRB chair, may exercise all of the authorities of the IRB except that the chair may not disapprove the research. A research activity may be disapproved only after review by the convened IRB in accordance with the nonexpedited procedure set forth in 45 CFR 46.108(b) and described in Section 3.5 below.
3.4.1 Nine Research Categories Eligible for Expedited Review

See “Instructions for Form B” in Appendix B for the specifics of each category, as written by OHRP. This summary is to provide investigators and others with an overview of the categories. A full application for review of research involving human subjects is required (Form B), but the project may meet the criteria for expedited review (option B-1 on Form B).

Category 1. Clinical studies of drugs and medical devices meeting specific conditions (see Appendix B).

Category 2. Collection of blood samples by finger stick, heel stick, ear stick or venipuncture, with specific limitations on age, weight, and health of subjects; on the collection procedure; on the amount of blood collected; and on the frequency with which it will be collected (see Appendix B).

Category 3. Prospective collection of biological specimens for research purposes by noninvasive means (see Appendix B for examples, such as hair and nail clippings, skin cells, saliva, and others).

Category 4. Collection of data through noninvasive procedures such as physical sensors, weighing or testing sensory acuity, muscular strength testing, body composition assessment, and others (see Appendix B for more detailed information about this category).

Category 5. Research that involves materials (data, documents, records, or specimens) that have been collected or will be collected solely for nonresearch purposes (such as medical treatment or diagnosis). Note: Some research in this category may be eligible for certification as exempt from IRB review. This listing refers only to research that is not exempt.

Category 6. Collection of data from voice, video, digital, or image recordings made for research purposes.

Category 7. Research on individual or group characteristics or behavior (including, but not limited to, research on perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavior) or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality methodologies. Note: Some research in this category may be eligible for certification as exempt from IRB review. This listing refers only to research that is not exempt.

Category 8. Continuing review of research previously approved by the convened Pellissippi State IRB as follows:

where (i) the research is permanently closed to the enrollment of new subjects; (ii) all subjects have completed all research-related interventions; and (iii) the research remains active only for long-term follow-up of subjects; or

where no subjects have been enrolled and no additional risks have been identified; or 

where the remaining research activities are limited to data analysis.

Category 9. Continuing review of research, not conducted under an investigational new drug application or investigational device exemption, where Categories 2 through 8 do not apply but the IRB has determined and documented at a convened meeting that the research involves no greater than minimal risk and no additional risks have been identified.



3.5 Full IRB Review

All research projects involving human subjects that do not qualify for any of the above two categories (exempt or expedited) must be reviewed and approved by the full Pellissippi State IRB at a convened meeting. Investigators should plan well in advance to avoid processing delays. Investigators preparing Form B applications must submit one original paper copy with original signatures and must e-mail one electronic version to the director of Institutional Research, serving as IRB chair, at least four weeks before approval is needed to allow time for IRB members to review the material and for an IRB meeting to be scheduled. Included in the application is a checklist of attachments that are a required part of the application. Investigators should contact the director of IR/IRB chair for the date of the IRB meeting. 



3.6 Continuing Review

Approved research is subject to continuing IRB review and must be reevaluated at least annually (and more frequently if required by the IRB) [Federal Policy §___.109(e)]. Continuing review is required only for projects that were submitted to the Pellissippi State IRB on a Form B application and that were approved through either an expedited or full-board review process. Please see the section 8.0, “Continuing Review Report on Human Subjects Research,” for the procedure to follow for the annual review.
Note: Projects that were certified as exempt from IRB review (Form A application) do not need continuing review even if they extend past one year unless the scope or nature of the project changes from that reported on the Form A application that was submitted.



3.7 Acceptance of IRB Approval from Another Institution

Investigators who would like to conduct human subjects research at Pellissippi State must follow the Pellissippi State process to conduct research and receive approval from the Pellissippi State IRB before commencing research.


3.8 Course Activities
Faculty members are responsible for contacting the director of Institutional Research, who serves as IRB chair, when students are involved in course activities that require IRB approval. These activities will be reviewed by the IRB chair based on the nature of the course activity and the extent of student and subject involvement. The instructor is encouraged to complete a Form A for exemption from IRB approval and submit it along with the protocol and any accompanying consent form(s), cover letter(s), and/or questionnaire(s) to obtain the guidance of the IRB regarding these activities.

Approval of the IRB may never be obtained retroactively. Course projects, assignments, and activities that have undergone human subjects review by the IRB (such as surveys, questionnaires, and media recordings) will allow faculty, staff, and students to present and publish the results of their projects, activities, and research in public forums, including educational and professional conferences. In the absence of IRB review, the results of these activities may not be presented outside the classroom.



4.0 Review Procedures/Steps (The Approval Process)

The Pellissippi State IRB must approve the research project before the investigator makes any contact with the proposed subjects. Investigators must also comply with Pellissippi State Policy 08:02:01, “Conducting Research at Pellissippi State.” Investigators can also find a description of the process in Appendix K, “Steps for Investigators.” Appendix V provides a timeline for IRB review and procedures, including responsibilities of investigators.

1. The investigator reads this document, Policies and Procedures for the Review System for Human Subjects Research
2. The investigator completes the appropriate IRB review application form, either Form A or Form B.

a. Form A: Exempt Review (See section 3.3)
b. Form B: Full-Board Review (See section 3.5) – For projects of no more than minimal risk that meet the criteria for expedited review, investigators can apply for expedited review (Box B-1). 

3. The investigator gathers all documentation required as explained in the instructions for Form A or Form B.

4. The investigator submits the application packet (one copy) with original signatures to the director of Institutional Research, who is IRB chair. The investigator also emails an electronic version to the director of Institutional Research/IRB chair.

5. Pellissippi State IRB reviews are conducted on an as-needed basis.  For planning purposes, investigators should allow the following time line from the date that the IRB receives the completed application.  Longer time lines will be required for incomplete applications.

a. Expedited Review: Two weeks (Form B, Option B-1).  

b. Full Board Review: Four weeks (Form B, Option B-2).

Important: The Pellissippi State IRB must approve the research project before the investigator makes any contact with the subjects.

6. The director of Institutional Research, serving as IRB chair, will distribute the application packets to IRB members as appropriate. 

7. Approval is for a maximum of one year (minus one day) from the date of the IRB meeting considering the application. There are no extensions or grace periods.

8. Two months before the IRB approval expiration date, the investigator must submit for the Continuing Review Report (Form C) to the director of Institutional Research, who serves as IRB chair, for IRB review and approval. The investigator has primary responsibility to keep track of the expiration date and for submitting all IRB forms in a timely manner.

9. Upon completion of the project, the investigator must submit a close-out report on Form D (“Project Status Report: Changes and/or Close-Out”) to the IRB.
Submission Packet Checklist: 
1. Vita of investigator and co-investigator 

2. Certifications of Human Subjects Protection Training completed by investigator/co-investigator

3. Completed and signed application Form A or B for review (this includes the research plan/proposal)

4. Samples of informed consent/assent/permission forms (use the templates provided in Appendix T and the Recorded Media Addendum, if needed, in Appendix P).

5. Recruitment and information brochures and flyers, instruments, surveys, questionnaires, etc., that the investigator proposes to use for the activity


4.1 The Investigator

4.1.1 Responsibilities

To comply with the polices established by the Pellissippi State Institutional Review Board, investigators who sign an application commit themselves to abiding to the principles stated in The Belmont Report (see Appendix L) and standards of professional ethics in all research, development, and related activities involving human participants conducted under the auspices of Pellissippi State. All investigator(s) further agree to the following:

1. The investigator/co-investigator will obtain approval from the IRB prior to instituting any change in a research activity. The investigator is responsible for promptly reporting proposed changes in a research activity to the IRB. The only exception to the requirement to obtain IRB review and approval prior to implementing changes in approved research is when necessary to eliminate apparent immediate hazards to the subject.

2. The investigator/co-investigator must promptly report to the IRB any unanticipated problems involving risks/adverse events to subjects or others (see Form D, “Project Status Report: Changes and/or Close Out”).

3. The investigator/co-investigator is responsible for completing and submitting a continuing review report (Form C) for reporting progress of approved research to the IRB, as often as and in the manner prescribed by the IRB on the basis of risks to participants, but not less than once per year. Investigators must submit a completed Form C two months before the project approval expiration date.

4. The investigator/co-investigator is responsible for keeping signed informed consent documents for the duration of the project and for at least three years thereafter at a location approved by the IRB.

5. Investigators are responsible for obtaining professional development IRB training needed to conduct their research in compliance with federal regulations to protect human subjects.

6. The investigator/co-investigator is responsible for protecting the confidentiality of the participants in the research project. The passage of time does not diminish this responsibility. The rights of a participant do not expire at the end of a research project, or after any other period of time.

7. Investigators who are employees of Pellissippi State are responsible for completing a conflict of interest form in compliance with Pellissippi State Policy 06:17:02, “Conflict of Interest,” as appropriate. Any conflicts of interest with the proposed research must be disclosed to the IRB.

The investigator is the responsible official for ensuring that these procedures are followed. The Pellissippi State IRB has the authority to suspend or terminate approval of the project if these procedures are not followed. Federal regulations require the IRB to report serious and continuing non-compliance and all suspensions of approval to federal officials (and to the funding agency, if applicable).

4.1.2 Training Required

Investigators conducting human subjects research at Pellissippi State must maintain continuing knowledge of, and comply with, the following: 

· Relevant ethical principles

· Relevant federal regulations

· Written IRB procedures

· State and local laws

· College policies for the protection of human subjects and Pellissippi State Policy 08:02:01, “Conducting Research at Pellissippi State”

Investigators are required to take a self-paced training course available through the Institutional Research website. See Appendix J for the details of the training requirement and certification form needed to document training.
4.1.3 Record Keeping and Reporting Requirements

As described in 4.1.1, investigators must complete the following forms:

· Form C, “Continuing Review Report” annually (or with greater frequency if required by the Pellissippi State IRB)

· Form D, “Project Status Report: Changes and/or Close Out” for reporting changes to the project (such as a change to the title of the project or in investigators’ names), adverse affects or injuries, termination of the project, or to request changes in the research protocol.

· Identifiable records on human subjects must be kept confidential and in a secure location for at least three years after the completion of the research.



5.0 Informed Consent

Informed consent is a core element in the protection of research participants’ rights and welfare, and is a legal requirement. Investigators must also recognize that informed consent is an ongoing process that assures participants have been provided information needed to knowledgeably and voluntarily decide whether to participate in the research.
Investigators should seek consent under circumstances that (1) provide the prospective participants sufficient opportunity to consider whether to participate and (2) minimize the possibility of coercion or undue influence. Consent and information forms must be written in language that is understandable and clear to potential participants. The consent process may not include exculpatory statements through which participants waive or appear to waive any legal rights, or release or appear to release the investigator, sponsor, institution, or agents from liability for negligence.

Informed consent must also include a statement that participation is voluntary and may be discontinued at any time without penalty or loss of benefits to which the subject is otherwise entitled. The principles of informed consent are found in 45 CFR 46.116 and are presented in section 5.1 below. 

Also refer to the appendixes listed below:

· See Appendix I for more on the requirements for obtaining informed consent.

· See Appendix T for Pellissippi State IRB templates that investigators must use to prepared informed consent forms. Different forms are required depending on the age of the subject:

1. Template for General Informed Consent Form (for subjects age 18 and older)

2. Template for Parent/Guardian Permission and Assent from Children

· See Appendix P for the template for the Recorded Media Addendum to the informed consent form that must be used when projects include collection of data from voice, video, digital, and image recordings.

· See Appendix Q for the Informed Consent Checklist for use by both investigators and IRB members. It lists all the necessary elements of informed consent documents.



5.1 Principles of 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 projects.  Note: Any deviation from these templates must be approved prior to use by the IRB.
Investigators must obtain the signed informed consent of participants. For those less than 18 years of age, the researcher 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. 
Elements of Informed Consent

The following information, which must be provided to each subject, is included in the Pellissippi State IRB informed consent templates:

1. General information about the study:

a. A statement indicating that the study involves human subject research.

b. An explanation of the purposes of the research (see “note” below on research designs that are “deceptive” for an exception)

c. The expected duration of the subject’s participation

d. A description of the procedures to be followed (see “note” below)

e. Identification of any procedures that are experimental

2. A description of risks or discomforts to the subject

3. A description of the benefits, if any, to the subject or to others

4. A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject

5. A statement describing the extent to which confidentiality of records identifying the subject will be maintained

6. For research involving more than minimal risk: 

An explanation as to whether any compensation and an explanation as to whether any medical treatments are available if injury occurs and, if so, what they are or whether further information may be obtained

7.  An explanation of (a) whom to contact for information about the research and research subjects’ rights and (b) whom to contact in the event of a research-related injury to the subject

8. A statement that participation is

a. Voluntary

b. Refusal to participant will involve no penalty or loss of benefits to which the subject is otherwise entitled

c. The subject may discontinue participation at anytime (also without penalty or loss of benefits to which the subject is otherwise entitled)

Additional elements of informed consent
The legislation lists six other elements of informed consent to be provided to subjects when appropriate. These are as follows:

1. A statement that the treatment or procedure may involve risks to the subject (or to the subject’s embryo or fetus if she becomes pregnant) that are currently unforeseeable

2. Circumstances under which the subject’s participation may be terminated by the investigator

3. Additional costs to the subject that may result from participation in the research

4. Consequences of a subject’s decision to withdraw from the research and procedures for orderly termination of participation by the subject

5. A statement that the subject will be notified of significant new findings developed during the research that may relate to the subject’s willingness to continue participation in the research

6. The approximate number of subjects in the study
The implied consent form also provides contact information for all investigators and for the Pellissippi State IRB chair (the chair is the director of Institutional Effectiveness, Research and Planning, telephone 865-694-6526).
Signatures must be obtained on the consent form of participants and/or parents or legal guardian except for questionnaire research in which return of the questionnaire gives implied consent (see Appendix I).

Note: In situations where participants will be deceived, the purpose and methodology are omitted and participants are told (on the signed form) that disclosure of the purpose and/or methodology could bias the outcome of the study.  In this case, after the study is complete, each participant must be presented with a description of the purpose and methodology as carried out and this document must be signed by the participants “after the fact” in order to guarantee informed consent.

IRB Waiver of Written Documentation of Informed Consent
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 signed informed consent form, 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. Each subject will be asked whether the subject wants documentation linking the subject with the research, and the subject’s wishes will govern. These requirements apply to all direct contacts with subjects and to such research methods as telephone surveys.
Section 46.116 (c) and (d) of 45 CFR 46 provide conditions under which an IRB may approve a consent procedure that does not include all of the elements of informed consent.



5.2 Vulnerable Populations

Vulnerable populations include children, prisoners, pregnant women, mentally disabled persons, or economically or educationally disadvantaged persons. For these populations, additional safeguards must be included in the study to protect the rights and welfare of these subjects. To document informed consent, the written consent form must be signed by the subject or the subject’s legally authorized representative (LAR). An LAR is an individual or judicial or other body authorized under applicable law to consent on behalf of a prospective subject to the subject’s participation in the procedure(s) involved in the research. Section 46.117 of 45 CFR 46 describes procedures to be followed if the elements of informed consent required by law are presented orally to the subject or the subject’s LAR. The Pellissippi State IRB must approve a written summary of what is to be said to the subject or representative.

See Appendix S for special considerations when seeking to use children as research subjects. 



5.3 Obtaining Assent from Subjects Who Are Minors

See Appendix T for the template for the informed consent form for use by subjects who are under age 18. Investigators must obtain permission from the parents of minor children and signed assent by children who are from 7 to 18 years of age. See Appendix I for procedures for obtaining oral assent from subjects less than 7 years of age.


6.0 IRB Considerations and Criteria for Review 

To review and approve a project, the Pellissippi State IRB must determine that it satisfies the following requirements:

A.   Risks to Subjects: Risks to the subject are minimized by using procedures that are consistent with sound research and that do not unnecessarily expose the subjects to risks (e.g., physical, psychological, social, or economic) and by using, whenever appropriate, procedures already being performed on subjects for diagnostic and treatment purposes.

B.   Risks vs. Benefits: Risks to the subject are reasonable in relation to anticipated benefits, if any, to subjects, and to the importance of the knowledge that may reasonably be expected to result. In evaluating risks and benefits, the IRB considers only those risks and benefits that may result from the research (as distinguished from the risks and benefits of therapies or services that subjects would receive even if they do not participate in the research). The IRB does not consider the long-range effects of applying the knowledge gained in the research as among those research risks or benefits that fall within its responsibility.

C.   Subject Selection: The selection of subjects must be equitable. In making this assessment, the IRB takes into account the purposes of the research, the setting in which the research will be conducted, and the population from which the subjects will be recruited.

D.  Informed Consent: Informed consent will be sought from each prospective subject or the subject's legally authorized representative and will be legally documented.

E.  Confidentiality and Privacy: The research plan must provide for monitoring the data collected to ensure the subjects' privacy and the confidentiality of the data.

F.  Other Considerations: The IRB also considers the acceptability of the research project in terms of institutional commitments and regulations, applicable law, standards of professional conduct and practice, and special vulnerabilities of the subjects.


7.0 Results of the IRB Review Process: Actions of the IRB 

Overview

The director of Institutional Research, serving as the Pellissippi State IRB chair, screens all applications to determine whether the proposal should be submitted to the full IRB for review or to determine that the proposal qualifies for expedited review. Even if a proposal is submitted for expedited review, the IR director/IRB chair has the authority to refer a project to the full IRB for review and action. As part of the initial screening process, the IR director/IRB chair may require the investigator to revise an application to bring the proposal into compliance with institutional and federal policies and guidelines and IRB review criteria.

In preparation for a convened meeting of the IRB, the director of Institutional Research, serving as IRB chair, sends all members of the IRB the proposal and all attachments. Within 5 days of the scheduled meeting, the reviewers may request the attendance of the investigator at the meeting to answer specific questions of concern. A staff member in the Institutional Research office will contact the investigator and notify him/her of this request.

The director of Institutional Research, serving as the IRB chair, leads the discussion of the project at the meeting, but all members participate fully and freely. If the reviewers invited the investigator, the investigator may attend the first part of a meeting at which his/her project will be reviewed to answer questions from the IRB membership but is not present during the ensuing discussion or the final vote.

Actions of the Pellissippi State IRB

After a full discussion, the IRB may take one of the following actions. Findings of the IRB will be recorded in the minutes of IRB meetings.
A.   Approve without Reservation: IRB may approve the project as submitted without any changes noted for a maximum period of 12 months.

B.   Approve with Minor Modifications: The IRB may approve a project contingent upon modifications to be completed by the investigator. The director of Institutional Research, serving as IRB chair, will compare the modifications received with the actions requested by the IRB. If the modifications are in compliance with the IRB directives, the director of Institutional Research, serving as IRB chair, will approve the project for a maximum period of 12 months.

C.  Table Approval Pending Resubmission: If the IRB deems that the proposal and/or informed consent as submitted require major revisions, the IRB will require the investigator to resubmit the application and attachments with all of the changes required. In some cases, the director of Institutional Research, serving as IRB chair, may request one or more IRB members to assist the investigator in resubmitting the application. If no IRB member has been designated, the investigator is strongly urged to consult with the office of Institutional Effectiveness, Research and Planning to receive assistance in the preparation of a new application. Approval of the revised proposal is contingent on the results of discussion and vote by the reconvened IRB.
D.   Disapprove: The IRB may disapprove a research project if it has determined that the human subjects are at a greater risk than the benefits to be accrued. The director of Institutional Research, serving as IRB chair, will notify the investigator in writing. Notification will include all of the reasons and rationale behind the disapproval.

Upon disapproval, the investigator has the option of one or the following two actions:

1. Revise and resubmit the project, reducing the risks to the subjects; or
2. Appeal the IRB's decision by sending a written request documenting the basis of the appeal to the director of Institutional Research, serving as IRB chair.

3.  Only one appeal may be rendered.  


8.0 Continuing Review Report of Human Subjects Research
As described in section 3.6, the Pellissippi State IRB is responsible for continuing review of all human subjects research projects that it approves (under either the expedited and full board review procedures). IRB approval is granted for a maximum of one year (minus one day). For example, if the IRB convened and granted approval to a research study on 6/27/2008, then the IRB approval date is 6/27/2008. The IRB expiration date is 6/26/2009. The IRB may require more frequent continuing review if it feels that the project warrants it. 
When the research study is approved subject to modifications at a convened meeting, the date of IRB approval will be the date that the requested changes are verified by the IR director, serving as the IRB chair. The date of expiration, however, will continue to be one year from the date of the convened meeting (minus one day). For example, if during the 6/27/2008 meeting the IRB approved a research study subject to modification, the investigator subsequently responds on 7/5/2008, and the director of IR/IRB chair verifies that response on 7/6/2008, then the date of IRB approval is 7/6/2008. The IRB expiration date is 6/26/2009 (one year from the date of the convened meeting, minus one day) for annual approval.

When the research is reviewed and approved through an expedited review process, the date that approval is granted by the IR director/IRB chair will be the date of IRB approval. The expiration date will be one year from that date (minus one day).

Two months (8 weeks) prior to the expiration of the approval, the investigator must submit Form C, “Continuing Review Report,” to the director of Institutional Research, who serves as IRB chair. If the investigator is also a student, the project coordinator/instructor is also responsible for ensuring that Form C is submitted. The IR office maintains a tracking system to help ensure compliance. 
The Continuing Review Report (Form C) is a required component for the annual review. Federal regulations (45 CFR 46.115(3)) require the IRB to maintain records of continuing review activities. The procedures for annual review require the investigator to submit an annual Continuing Review Report to the Pellissippi State IRB, including descriptions of all adverse effects encountered and any changes contemplated in the research protocol and/or informed assent/consent forms. A copy of the approved informed consent and/or assent form(s) that was used for the project must accompany the annual Continuing Review Report. Incomplete or unsigned reports will not be submitted to the IRB for review and approval and will be returned to the investigator for completion. 
If the director of Institutional Research, serving as IRB chair, does not receive the annual Continuing Review Report and one copy of the approved project informed consent/assent form(s) as required in time to allow a continuing review to occur before the IRB expiration date, IRB approval will automatically expire. The director of Institutional Research, serving as IRB chair, notifies the investigator and the project coordinator or instructor that the project has expired.  Note: Federal regulations do not permit a grace period for continuing research without IRB approval. 

Projects that are found to be continuing without IRB approval will be considered to be in non-compliance with Pellissippi State policy and federal regulations. For projects that are under the direction of Pellissippi State faculty or staff, the director of Institutional Research, serving as IRB chair, will file a non-compliance report to the investigator’s dean and area vice president; for students the non-compliance report will be filed with both the student’s instructor and the department dean. Federal regulations give the IRB the authority to suspend or terminate approval of research that is not being conducted in accordance with the IRB's requirements or that has been associated with unexpected serious harm to subjects. Any suspension or termination of approval shall include a statement of the reasons for the IRB's action and shall be reported promptly to the investigator and appropriate College officials. The director of Institutional Research, serving as IRB chair, will also notify the funding agency, if applicable, and OHRP. 



9.0 Changes and Other Actions to Approved Projects

The IRB has regulatory authority to observe, or have observed, the consent process and the research.

Changes to existing approved projects, as well as project terminations, require submission of a Form D, “Project Status Report: Changes and/or Close Out,” to the director of Institutional Research, who is the IRB Chair. Such modifications may include, but are not limited to, the following: change of project title, change of  or co- investigator or other collaborators, changes which affect participation of human subjects, changes to informed consent forms and/or assent forms, additional sites for conducting the research, unexpected risks to subjects, or notification of early project completion.  No changes to projects may be implemented until approval has been granted.

Change of mailing address of the investigator may be made at any time without the need for a Form D. Staff members in the office of Institutional Research rely upon the investigator to notify them of any change of mailing address. Subjects must also be notified of changes in contact information.



9.1 Adverse Events

Adverse events are events or circumstances that were unintended and unanticipated at the time the project was approved by the IRB. Any illness, injury, or trauma that required medical or psychological treatment must be reported to the IRB, to the funding agency, and on Form D, “Project Status Report: Changes and/or Close Out.”  In the event of unexpected serious harm to subjects or if a project is not being conducted in accordance with the Pellissippi State IRB's decisions, conditions, or requirements, the IRB has the authority to suspend or terminate its approval of the research.
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