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MEMBERSHIP OF THE INSTITUTIONAL REVIEW BOARD

MEMBERSHIP CRITERIA
A. The IRB is composed of at least 5 voting members. All appointments are made by Executive Memorandum and reported to OHRP.  Appointment is for a three-year term, however tenure may be extended by mutual agreement between the member and the IRB Chair.

B. The IRB is composed of members with varying backgrounds and expertise in special areas to provide complete and adequate review of the research.  Committee members should possess not only broad specific competence sufficient to comprehend the nature of the research, but also other competencies necessary for judgments as to acceptability of the research in terms of University regulations, relevant law, ethical standards, and standards of professional practice.  Consultants may be used to review proposals for which additional expertise is needed, in accordance with following procedure:

1. Each Petition submitted to RSP is reviewed prior to being scheduled for initial review to determine whether special expertise is needed.

2. The determination of whether special expertise is needed is made by the IRB Coordinator, on the basis of the following criteria: the availability of a clinician in the same general specialty as that of a clinical protocol, the availability of behavioral expertise for the review of behavioral studies, and the availability of individuals (IRB members or consultants) with experience with particular vulnerable populations (e.g. pregnant women, cognitively impaired, children, prisoners).  When IRB members have appropriate qualifications to allow them to represent vulnerable populations this is indicated on the membership roster. No action can be taken on protocols involving  vulnerable populations without the participation of an IRB member or consultant representing the population participating in the study.

3. Experts are selected by the IRB Coordinator from the IRB’s roster of members or from recommendations of outside consultants provided by the IRB Chair or IRB members.

4. If an IRB member is selected, his or her feedback is included in their normal review of the protocol.  If a consultant is selected, his or her feedback is in the form of a written report that is shared with IRB members as soon as practical before the initial review of the protocol.

5.  A licensed physician committee member must be present before voting can occur on research involving a FDA-regulated article.

C. The IRB includes both men and women, at least two licensed physicians, at least one member whose primary concerns are in nonscientific areas, and at least one member who is not otherwise affiliated with the University.  Note: An individual is considered to be ‘affiliated’ if he or she is a current or former employee or family member of any current or former employee, retiree, trainee, consultant, or board member of Wright State University, the Veterans’ Affairs Medical Center, or any institution for which Wright State University has served as the IRB of record; or if that person’s relationship with the institution is anything other than that of an IRB member.
Officials of the university whose responsibilities include developing or allocating 

research resources or overseeing the research program may consult with the IRB but may not serve as voting members. One individual may fulfill more than one of the requirements listed above, i.e., a member who is a non scientist and also unaffiliated fills both requirements for membership. 

D. No person is excluded from serving on the IRB based on sex, race, color or national origin.

E. The VA’s interest is adequately represented by the inclusion of two or more VA employees as voting members of the IRB.  These members are appointed jointly by the Dayton VA Medical Center Director and the WSU VP for Research.  At least one of these members must have scientific expertise. The VA members must serve as full members of the IRB; this includes reviewing non-VA research matters coming before the IRB.  For VAMC research, VA Research and Development administration officials including, but not limited to, the Associate Chief of Staff for Research and Development and the Administrative Officer for Research and Development, may not serve as voting members of the IRB.
F.  The IRB Chair, with the assistance of the IRB staff, periodically reviews the composition of the IRB to ensure that the foregoing guidelines are met.  In the event that any necessary changes to the IRB membership are identified during such review, the IRB Chair or Coordinator shall notify the Institutional Official or his/her Designee, along with recommendation(s) for modification(s) to the membership to accomplish such changes. The Institutional Official will approve all recommendations and notify the appointee.

ALTERNATE MEMBERS 

Alternate members may be appointed to the IRB and are listed on the membership roster of the IRB along with the name(s) or class(es) of IRB members for whom the alternate may serve.  An alternate member thus appointed must possess qualifications that are comparable to those of the IRB member(s) for whom the alternate will serve.  The alternate member will receive and review the same material that the primary member has received. 

Alternate members serve only when the member for whom the alternate is appointed cannot attend a convened meeting of the IRB.  When the alternate member substitutes for the regular member at a convened meeting, the alternate is counted in the quorum and has voting privileges. 

MEMBERSHIP DOCUMENTATION

A current roster of all IRB members, in addition to the curriculum vitae of each member, is kept in the files in the IRB office, and contains the following information: 

a. Name 

b. Degrees earned (if any) 

c. Gender 

d. Representational capacity (scientist; non-scientist) 

e. Relationship to the institution (affiliated; non-affiliated) 

f. Identification of specific role, if any, e.g., chair, vice-chair, specified alternate, 

g. Representative of specific entity (i.e., psychiatry, VA, radiation safety committee), 

h. Advocate role, or other specific role 

If a member resigns prior to the expiration of the term of membership, the IRB Chair shall, with all due speed, appoint a new member to complete the term of membership.  Consideration shall be given to current alternate members and to any special expertise required among IRB membership.  
Any changes in membership are reported, in writing, to OHRP as they occur, by the IRB coordinator. The IRB coordinator will furnish a list of IRB positions should a sponsor request it. 

THE IRB CHAIR  

The IRB Chair is appointed by the President of the University based on recommendation received from the Vice President for Research.  Any individual appointed as Chair of the IRB shall have served as an IRB member prior to the appointment as Chair and shall demonstrate knowledge of human subjects’ protections. The IRB Chair is a voting member of the IRB and presides over all convened IRB meetings.  The Chair has authority to sign all IRB action items.

The IRB chair will be evaluated every three years by the Assistant Vice President for Research. The Vice President for Research will seek input from the IRB members serving under the chair and will also consult with the IRB coordinator during the annual evaluation. The IRB chair is initially appointed to a three-year term by the Institutional Official and the President of the University. The IRB chair may serve multiple terms.
THE IRB VICE-CHAIR

The IRB Vice Chair is a voting member of the IRB and presides over all convened IRB meetings in the absence of the Chair.  The Vice Chair is appointed by the Chair with the concurrence of the IRB, and has authority to sign all IRB action items in the absence of the Chair.

THE IRB COORDINATOR

The IRB Coordinator is responsible for the overall administration of the IRB.  The IRB Coordinator may be appointed by the chair to serve as an alternate voting member of the committee.  

TRAINING  

All members and all alternates must complete the demonstration of knowledge of human research protection. Currently this training is provided through the Collaborative Institutional Training Institute (CITI) on-line course.  The IRB Coordinator will maintain a log of training completion dates. Retraining will be done every three years.  A newly appointed member must complete an orientation in human subjects protection and IRB procedures prior to casting a vote at a convened IRB meeting. The IRB chair and IRB coordinator are responsible for delivering new member orientation. 

Continuing education of IRB members is accomplished through “Information Items” attached to meeting agendas on an “as needed” basis, through educational topics (e.g. procedure reviews) presented at convened meetings, and through maintenance of extensive links on the RSP web site [see http://www.wright.edu/rsp/subjects.html].

IRB members do not receive compensation for their service.

INITIAL AND ANNUAL REVIEW OF QUALIFICATIONS OF IRB MEMBERS 
The IRB coordinator, in consultation with the IRB Chair, performs an initial and annual review of the qualifications of each member of the IRB.  The review includes consideration of each of the following factors: (a) currency of that member’s training in human subjects research; (b) currency of conflict-of-interest disclosures; (c) current expertise (when applicable); (d) employment status of any unaffiliated member or members of his/her family; and (e) other factors as required to ensure that the IRB retains appropriate composition.  The Chair shall communicate any required actions identified by such review to the affected member for action.  

If a member finds that he/she is unable to attend meetings for an extended period, as a consequence of unavoidable conflicting activities, the IRB Chair must be informed so that a replacement may be appointed.  Additionally, members may be removed from the IRB before their term is completed for reasons of poor attendance for which there is not reasonable justification, or for other manifestations of unwillingness or incapability to serve the committee adequately.
CONFLICT OF INTEREST GUIDELINES FOR IRB MEMBERS

A. An IRB member (or consultant) is said to have a conflicting interest whenever that IRB member (or consultant), or spouse, or dependent child of the member:

1. Is an investigator or sub-investigator on the protocol; or is involved in the design, conduct or reporting of the research.
2. Has a “significant financial interest” in the sponsor or agent of the sponsor of a study being reviewed by the IRB, whereby the outcome of the study could influence the value of the financial interest (see the WSU Conflict of Interest Policy, http://www.wright.edu/rsp/conflict.html, for the definition of “significant financial interest”).  This would include situations where the member or consultant has an ownership interest that would be affected by the outcome of the research:

i. Has ownership interest, stock options, or other financial interest related to the research of $10,000 or greater value when referenced to publicly traded prices or other measure of fair market value when aggregated for the immediate family and whose value would be affected by the outcome of the research

ii. Has ownership interest (equity or stock options) related to the research whose value when aggregated for immediate family represented 5% or more interest in any one single entity
iii. Has ownership interest, stock options, or other financial interest related to the research whose value could not be determined through reference to publicly available prices

iv. Receives compensation related to the research whose amount would be affected by the outcome of the research

3. Has a financial interest in non-sponsored research

4. Has proprietary interest related to the research of any value including, but not limited to, a patent, trademark, copyright or licensing agreement.
5. Acts as an officer or a director of the sponsor or an agent of the sponsor of a study being reviewed by the IRB; or

6. Has Board or executive relationship to the research, regardless of compensation
7. Has a personal or financial relationship with a firm that is in competition with the company sponsoring the research to be reviewed

8. Has identified him or herself for any other reason as having a conflicting interest.

B. It is the responsibility of each IRB member to identify and avoid any situations in which he or she, either personally or by virtue of their position, might have a conflict of interest, or may be perceived by others as having a conflict of interest, arising in connection with a matter before an IRB of which they are a member. If assigned as a reviewer for a matter with which the IRB member feels that he or she may have a conflict of interest, the IRB member must notify the IRB Coordinator/RSP immediately so the matter may be reassigned to another reviewer. In order not to delay the review process, it is essential that potential reviewers peruse the matters for which they are assigned reviewers immediately upon receipt to determine whether they may have a conflict.

C. Upon initiation of the convened IRB, the IRB Chair will query IRB members (consultants) to determine if they have a conflict of interest with respect to any items they reviewed and have them specify what construes their conflict of interest.  It will be at the discretion of the IRB Chair that the member (s) who have a real, or perceived conflict of interest remain in the meeting room during discussion of the identified item, in order to provide answers to questions, clarifications, etc.   However, said member must leave the meeting room prior to deliberations and actions/votes regarding the item.    

D. In the event that a conflict of interest with an IRB member is discovered after research has been approved, the research protocol will be suspended until an inquiry has been completed and the protocol is reapproved by the IRB. 

E. Typically, there are three distinct phases of an IRB's consideration of a matter: discussion, deliberation and actions (including vote). In general, IRB member(s) who have a real, or perceived conflict of interest may remain in the meeting room, at the discretion of the IRB Chair during the discussion of the matter, in order to provide answers to questions, clarifications, etc. However, said member must leave the meeting room for deliberations and actions/votes regarding the matter.

F. Minutes of IRB meetings will reflect the absence of a member (by name) when he or she leaves the meeting during deliberations and actions regarding matters for which they have, or may be perceived to have, a potential conflict of interest On items in which an IRB member has a conflict of interest., the member will not be counted towards a committee quorum 

G. IRB members will, at the beginning of their service on the IRB, and annually thereafter, report their potential conflicts of interest by filling out the IRB Conflict of Interest form (see appendix).

LIABILITY COVERAGE FOR IRB MEMBERS   

Liability coverage for IRB members is provided through WSU’s liability insurance coverage, whether or not the IRB member is an employee of WSU.

Applicable Regulations: 
45 CFR 46.107 

21 CFR 56.107 
Appendix

 IRB Member Conflict of Interest Form

1. As an IRB member/alternate member, do you have a vested interest in any actual or potential commercial enterprise/business, other than patents, which may be germane to conducting research protocol reviews?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No   


If yes, fully explain and identify the safeguards taken to prevent bias in review:       
2. Are there financial issues that may be of concern to conducting an impartial review?  If no, please certify this by checking the following boxes to indicate that you, as an IRB reviewer/ committee member:

 FORMCHECKBOX 
 Do not have ownership interest, stock options or other financial interest related to any proposed research whose value, when aggregated for immediate family, represents >5% interest in any one single entity

 FORMCHECKBOX 
 Will not receive compensation related to the research whose amount is affected by the outcome of the research

 FORMCHECKBOX 
 Have no equity interests in the sponsor of studies greater than $10,000 (when aggregated for the immediate family), or do not have ownership interest, stock options, or other financial interest related to the proposed research of any value whose value could not be determined through reference to publicly available prices

 FORMCHECKBOX 
 Do not have Board or executive relationship related to proposed research, regardless of compensation

 FORMCHECKBOX 
 Will receive no payments by research sponsors directly to the investigator(s), their spouses or dependent children

 FORMCHECKBOX 
 Have no financial interests (other than patents) in any non-sponsored research
If all boxes above cannot be checked, please describe below (or in a separate attachment) how such financial arrangements will not adversely affect the interests of the research subjects, and how subjects will be given any information which may be material to potential subjects’ decision-making process.

     
3. Do you agree to excuse (recuse) yourself on a case-by-case basis, in any matter coming before the IRB committee in which you may have a potential or real conflict of interest?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No   


Committee member: ___________________________      Date: _________________
                                    (Print Name)

Signature _________________________________________________________
The above should be filled out yearly, as applicable, and submitted to the IRB Chair 
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