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Objective:
To provide a detailed guide that will define circumstances under which Carilion Institutional Review Board (IRB) members will be considered to have a conflict of interest and to describe how these situations will be handled.  
General Description:
Federal regulations (45 CFR 46.107{e} and 21 CFR 56.107{e}) state that no IRB may have a member participate in the initial or continuing review of a project in which the member has a conflicting interest, except to provide information requested by the IRB. A conflict of interest occurs when an IRB member is in a position to review or vote on his or her own study protocol or the study protocol of a colleague or associate in a group in which there is a shared financial or other significant interest. 
Procedure:
IRB members are responsible for making known any potential or perceived conflict of interest concerning protocols reviewed by the IRB. 
Members of the IRB shall exercise the utmost good faith in all transactions touching upon their duties to the IRB and its operation. They shall not use their position, or the knowledge gained there from, so that a conflict might arise between the interest of the IRB and the individual. Conflicts may be financial, personal, career-driven or of another nature. For each item being reviewed, each member is responsible for making a self-determination as to whether a conflict exists. Upon receipt of the IRB agenda or any IRB distributed materials, a member who is unsure whether an existing personal circumstance creates a conflict of interest regarding a research project shall contact the Human Protections Administrator or IRB Chair for guidance in making that determination.
At each convened IRB meeting, the IRB chairperson, or designee, will poll the IRB membership to find out if a conflict of interest exists involving any member and any item on the agenda. Types of conflict of interest include: 
Significant involvement in the preparation of the materials submitted to the IRB for review or determination:  IRB members occasionally are significantly involved in the preparation and writing of materials submitted to the IRB. It is considered a conflict of interest when this has occurred for: 
· An initial application for IRB approval 

· A continuing review application
· A modification that involves new risk information, decreased benefits, or a significant change in research procedures
· A request for a Not Human Subjects Research, Exempt Status determination, or Engagement determination
Participation on the research team:  The IRB member is listed as an investigator on the IRB application, or is otherwise a member of the research team.

When the IRB member is not a co-investigator on the specific study under review but is a co-investigator on other studies with the investigator, the IRB member should bring the situation to the attention of the appropriate staff person and/or the IRB Chair to determine whether there is a conflicting interest. 

Supervision of the investigator:  This refers to any situation in which the investigator is currently under the professional supervision of the IRB member.  Example: The faculty chair of a graduate student’s thesis or dissertation committee would have a conflict of interest as an IRB member regarding the review of the student’s IRB application. 

Supervision of the IRB member by a member of the research team: This means that the investigator on the IRB application has a supervisory or other official authority role with regard to the IRB member.  Examples: the investigator is the chair of the IRB member’s department; the IRB member is a student, and the investigator is the student’s mentor or faculty advisor; the IRB member is a paid member of the investigator’s research team.

Financial conflict of interest in the research:  Financial conflict of interest is defined for IRB members in the same way as it is defined for investigators in the Carilion Clinic Policy “Financial Conflict of Interest in Research.” 
Other potentially conflicting relationship with the research sponsor: Examples include serving on a non-governmental sponsor’s board of directors, advisory board, scientific board, or safety board. 

Personal relationship with the investigator:  This is defined as having an immediate family relationship or other close personal relationship with the investigator, or with co-investigators who have a significant role in the research. 

Competitive or collegial relationship with the investigator:  Competitive means the IRB member is in direct competition with the investigator for limited resources (e.g., funding, sponsorship, space, equipment, research subjects), or the IRB member is considered a personal or professional adversary of the investigator for reasons not related to the IRB. Collegial means the IRB member serves in the same department or section as the investigator. Whether either situation creates a conflict of interest for the IRB member should be determined by the IRB Chair or Human Protections Administrator. 

Pharmacists are highly valued members of the IRB. However, they have a conflict of interest in any of the following situations:

· When the research will bring in substantial fees to the pharmacy department.
· When the  pharmacist is listed on the FDA Form 1572 as a sub-investigator and the pharmacist’s role involves design, consenting of subjects, or data analysis. 

The following research-related activities by IDS pharmacists are not a conflict of interest:

· Preparation or labeling of drugs.

· Activities when performed as any pharmacist would: (a) telling subjects about the study medication; (b) teaching subjects about the study medication (e.g., about dosing schedules or injections); or (c) talking with subjects about compliance. 

· Providing occasional dosing recommendations for drugs that are dosed kinetically.

Other:  The IRB member may have other interests that the IRB member believes conflicts with his or her ability to objectively review the research.  For example, the IRB member may be a participant in a study; such participation may be a conflict of interest for participating in the review of a Status Report, modification, or study problem. 

Board members should make known any conflict of interest prior to the beginning of the board’s discussion of the protocol under review. They must leave the meeting room prior to the board’s deliberation and vote as outlined below.

Procedure for Addressing a Conflict of Interest
All board members are required to complete a Conflict of Interest Assurance upon becoming a member of the IRB and at every re-appointment to the IRB. Such assurance shall include a statement that affirms that the member has read and understands the Conflict of Interest for Board Members Guideline and agrees to comply with it.

At the beginning of each board meeting IRB members are reminded of the IRB conflict of interest policy and the requirement to disclose the existence of any actual, potential or perceived conflict(s) of interest they may have with regard to the protocols under review prior to the IRB’s discussion of that protocol.

In any case where there is an actual or possible conflict of interest, the interested person must disclose the existence and nature of this interest. At this time they will either recuse themselves from any discussion and vote regarding the matter or state that they do not believe a conflict of interest exists. If they state the latter, then the interested person shall leave the board meeting while a determination of a conflict of interest is discussed and voted upon. The remaining board or committee members shall decide if a conflict of interest exists. 

If either the interested person or the board determines that a conflict of interest does exist, the interested person must recuse themselves from any action and any vote regarding the subject of the conflict of interest.

An IRB member with a potential conflict of interest related to a protocol under review may participate in the review to provide a summary of the research and address any questions that the IRB may have. The IRB member is excluded during the final deliberation and voting for the protocol. The member is not counted in the quorum for the review. 
IRB chairs and board members who conduct expedited reviews of new applications, fact finding reviews regarding unanticipated problems, non-compliance investigations and other reviews are required to disclose the existence of any actual, potential or perceived conflict of interest related to the protocol under review. If there is a question about whether a conflict exists, the member shall contact the Human Protections Administrator or IRB Chair for guidance in making that determination.
Violations of the Conflict of Interest Policy
If the board has reasonable cause to believe that a member has failed to disclose an actual or possible conflict of interest, it shall inform the member of the basis for such belief and afford the member an opportunity to explain the alleged failure to disclose. If, after hearing the response of the member and making such further investigation as may be warranted, the board determines that the member has in fact failed to disclose an actual or possible conflict of interest, it shall take appropriate disciplinary and corrective action. This action may include, but is not limited to:
· Issuing a letter of reprimand

· Suspension or dismissal from the board

· Additional education and training

· Other sanctions in accordance with established Carilion policies and/or procedures

Any disciplinary and/or corrective action may be appealed to the Carilion Institutional Official.

Records of the Proceeding
The minutes of the board shall contain the names of the interested person who disclosed or was otherwise found to have an actual or possible conflict of interest, the nature of the conflict of interest, any action taken to determine whether a conflict of interest was present and the board's decision as to whether a conflict of interest existed. Also, the names of the persons who were present for discussions and votes relating to the transaction or arrangement, the content of the discussion, including any alternatives to the proposed transaction or arrangement, and a record of any votes taken in connection therewith. 
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