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INSTITUTIONAL AUTHORITY AND PURPOSE
I. INSTITUTIONAL AUTHORITY.

This Charter and Standard Operating Procedures establishes and empowers the Wright State University (WSU) human subjects protection committee.  Currently WSU has one committee, registered with the federal Office for Human Research Protections (OHRP) as Institutional Review Board #IRB00000034.  This committee is hereinafter referred to as “the IRB.”  The IRB performs human research protection functions not only for WSU but also, under appropriately executed and approved IRB Authorization Agreements, other organizations including the Dayton VA Medical Center (VA), Good Samaritan Hospital, and the Dayton Clinical Oncology Program (DCOP).

II. PURPOSE.

The primary purpose of the IRB is to protect the welfare of human subjects used in research.  In addition, the IRB develops and publishes guidelines on the use of human subjects in research [see http://www.wright.edu/rsp/subjects.html].

III. BASIC PRINCIPLES.

A. The basic principles that govern the IRB in assuring that the rights and welfare of subjects are protected are contained in Ethical Principles and Guidelines for the Protection of Human Subjects of Research (“The Belmont Report”), The National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research, April 18, 1979 [see http://ohrp.osophs.dhhs.gov/humansubjects/guidance/belmont.htm].

B. Therefore, the following principles apply to all research, including student projects, involving human subjects at Wright State University to ensure that adequate safeguards are provided:

1. Subjects’ legal rights will be respected; their rights to privacy, dignity, and comfort will also be considered in approving proposed research.

2. Risks to subjects must be reasonable in relation to anticipated benefits, if any, to subjects, and the importance of the knowledge that may reasonably be expected to result.

3. Adequate provision(s) must be made for all facilities, procedures, and professional attention necessary for the protection of the individual as a research subject.

4. Adequate provisions should be made for recruiting a subject population that is representative of the population base in terms of gender and minority representation unless scientifically justified.

5. Research involving human subjects must be supervised by qualified persons, including qualified clinicians for all study-related healthcare decisions.

6. Participation of a human subject in research must be voluntary and the right to withdraw at any time must be provided.  Information provided to gain subject consent must be adequate, appropriate and presented in lay language appropriate to the subject population.

7. All research programs that involve human subjects must be reviewed by and must receive approval of a formally constituted review committee prior to their initiation or prior to initiating any changes to the protocol.  Continuing research programs are subject to periodic review, to be carried out no less often than once a year.

IV. THE AUTHORITY OF THE IRB.

A. Wright State University holds a Federal-wide Assurance (FWA) through OHRP [see http://ohrp.cit.nih.gov/search/asurdtl.asp?ASURID=4972&asutyp=F&asunme=Wright+Ste+U].  As part of this Assurance, Wright State agrees to consider all research involving the use of humans as research participants as being subject to federal regulations regardless of the source of funding, if one or more of the following apply:

1. The research is sponsored by this institution (unless the research is conducted at another institution with which WSU has an “IRB Authorization Agreement” as specified in WSU’s FWA), or

2. The research is conducted by or under the direction of any employee or agent of this institution (unless the research is conducted at another institution with which WSU has an “IRB Authorization Agreement” as specified in WSU’s FWA), or

3. The research is conducted by or under the direction of any employee or agent of this institution using any property or facility of this institution, or

4. The research involves the use of this institution’s non-public information to identify or contact human research subjects or prospective subjects.

In some instances, students may be involved in course activities such as questioning, participation in minimally physically stressing classroom exercises, observing, and/or interacting with other individuals.  The course instructor is responsible for determining whether such activity is classified as those kinds of activities that require Institutional Review Board (IRB) approval.  If the instructor has any doubt concerning the classification of these activities, he/she is encouraged to complete a Petition for approval and submit it along with the protocol and any accompanying consent form(s), cover letter(s), and/or questionnaire(s) in order to obtain the guidance of the IRB regarding these activities.

B. The IRB reviews all projects and programs involving human subjects in accordance with this Charter and Standard Operating Procedures, applicable federal regulations, and sponsor policies and guidelines.

C. The IRB provides continuing advice and counsel to personnel engaged in activities involving human subjects.

D. The IRB has approval authority of human subject protocols, and can disapprove, modify or approve studies based upon consideration of any issue it deems relevant to human subject protection.  Research that has been approved by the IRB may be subject to further appropriate review and approval or disapproval by the Institutional Official (Chief Research Officer).  However, the Institutional Official may not approve the research if it has not been approved by the IRB.

The minutes of the IRB convened meetings reflect all actions taken by the IRB at that meeting.  These minutes are approved by the IRB at the following meeting.  Once approved, these minutes may not be altered, including by any higher authorities at Wright State University.

E. The IRB has authority to require progress reports from the investigators and oversee the conduct of the study.

F. The IRB has authority to suspend or terminate approval of a study, or to place restrictions on a study, when this is deemed to be in the best interests of the subjects in that study.

G. The IRB has authority to observe the informed consent process as practiced by any investigator or authorized person in any approved protocol especially in cases where the consentee is from a vulnerable population.

H. The IRB has the authority to access, and to make copies of, records related to any research approved by the IRB (or another body under an IRB Authorization Agreement), regardless of the location of those records, for any reason.  Where feasible, appropriate notice will be given of the need to review, copy or duplicate records while being sensitive to causing the least inconvenience or disruption of on-going research.

V. THE IRB’S FUNCTIONAL RELATIONSHIPS.

A. The IRB functions administratively through the Institutional Official (Chief Research Officer) and is staffed by the Office of Research and Sponsored Programs (RSP).  This structure provides for administrative coordination for the IRB with the various academic and administrative units in the university.

B. The IRB advises and makes recommendations to the President, to policy and administrative bodies, and to any member of the university community on all matters related to the use of human subjects in research.

C. Policies and procedures developed for human subject research are approved by the Assistant Vice President for Research and the current IRB Chair.  All policies will be presented to the current IRB members for their input and concurrence.  This will be reflected in the minutes of the meeting.
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