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1. POLICY

1.1. The purpose of this policy is to provide guidelines for reviewing potential conflict of interest (COI) related to research and, in the case of human research, protection of human subjects.  It is policy of the [INSERT FACILITY NAME/INITIALS HERE] that all potential and actual conflict of interest be identified and eliminated.  If it cannot be eliminated, there must be means to reduce or manage the COI.  It is imperative to minimize the potential for harm to subjects and safeguard the integrity of research.

1.2. Definitions:
a. A general conflict of interest is defined as a convergence of an individual’s private interests with his or her research interests, such that an independent observer might reasonably question whether their professional actions or decisions are improperly influenced by considerations of personal gain, financial, or otherwise.  A COI can also be defined as a direct or indirect participation in the research (e.g., protocol development, principal, sub-investigator, key personnel, committee members, consultants) and their immediate family members (e.g., spouse, dependent children, and/or those living under the same household), or any significant financial interest in the sponsoring company, product or service being tested. 
b. A potential committee member’s COI may also be present when there is close or biased professional and/or personal relationship, and/or financial relationship between a committee member/consultant and an investigator.  In such cases, the committee member/consultants must disclose such a relationship to the committee prior to discussion of the relevant issue. In general, the committee member/consultant will recuse him or herself from participation in the discussion and vote.  In unusual cases, the full committee will discuss the conflict of interest without the member present to determine if recusal is necessary. 
c. A personal COI exists when personal obligations compromise or appear to compromise an individual’s or group’s professional judgment in conducting, reviewing, or reporting research.  This may occur, e.g. when the investigator serves dual roles, such as investigator in the study and a health care provider.  Other interests such as publications, promotion, or tenure can also become conflicts of interest that may affect an investigator’s judgment.
d. Disclosure means a complete listing of all financial interests of an Investigator or committee member and/or their close relatives (e.g., spouse, dependent children, general partner, or other close relatives) that can be affected by the study.  The disclosure and evaluation criteria do not vary by funding or regulatory oversight. 
e. Financial and employment relationships include but not limited to salary or other payments, and gifts for services (e.g. consulting fees or honoraria), equity interests (e.g. stocks, stock options or other ownership interests), appointed position in the sponsoring agency including positions on a Board of Directors, consultantship, or advisory group, and intellectual property rights (e.g. patents, copyrights, licensing and royalties from such rights).  Financial interest does not include:
1) Salary, royalties, or other remuneration from [insert facility name/initials here] or a VA-non profit institution;
2) Income from seminars, lectures, or teaching engagements sponsored by public or nonprofit entities; or
3) Income from service on advisory committees or review panels for public or nonprofit entities.
4) Investment in mutual funds.

1.3. Following ORD guidance, Research Financial Conflict of Interest (COI) Statement OGE Form 450 Alternate-VA will be completed by an investigator ( ie. principal investigator, co-principal investigator, investigator [including a collaborator who has a VA appointment], study chair or site principal investigator).  The COI form must be provided for each investigator at the time of a new study submission for initial review or when a new investigator is added to an ongoing study.  During the course of a study, an updated COI must be submitted if there are changes.  If no conflict is declared, following the review by the Committee of Record (COR), the ACOS/R&D or designee will sign the COI document.  If a conflict of interest is declared, the Research Office will submit to the STAR attorney who will coordinate with the Ethics Specialty Team (EST) for review and decision/recommendation.  Upon receipt of this EST review, the ACOS/R or designee will sign the COI document attaching the EST review for COR review of the project.  The final COI forms are stored as the R&D Office records.  

1.4. It is the responsibility of each investigator, research committee member, and/or consultant reviewing the project to disclose any potential conflicts of interest.  It is the responsibility of the primary committee of record to review any potential COIs in a research study to determine if any modifications should be made to the protocol and/or associated documents or if the research should be disapproved.  

2. PROCEDURES

2.1.  	Conflict of Interest of Research Committee Members/Consultants

2.1.1. No regular or alternate committee member or ad-hoc/consultant reviewer may participate in the expedited, initial, or continuing review of any project in which the individual has a significant financial interest or a conflict of interest, except to provide information as requested.  When the individual with a conflict of interest in a project is allowed to provide information to a research committee, the person should disclose those conflicting interests to the committee members reviewing the research. The policy pertains to interests in business, non-profit and public entities in an area related to the research, where the entity could reasonably appear to affect or be affected by the review, conduct, or reporting of the sponsored project. The policy also covers all types of review, including review by a convened committee meeting, review by the expedited procedure, review of unanticipated problems involving risks to participants or others, and review of noncompliance with the regulations or the requirements of the committee.

2.1.2. The meaning of recusal is when a member of the R&D Committee, one of its subcommittees, consultants, or other staff member declines to participate in a matter because of a potential conflict of interest.  As distinguished from abstention, the official recusing him/herself will not be present during or participate in deliberations or voting on the matter where there are potential conflicts of interest. Thus, the recused official will not be counted towards quorum and will be documented in the minutes as being absent with an indication that a conflict of interest was the reason for the absence. The recusal will be documented in the minutes.

2.1.3. All committee members will disclose potential, personal, financial and employment conflicts of interest during each attended meeting as described in this policy.  Other individuals have conflicts of interest inherent in their positions, and may not serve on the committees as voting members. This includes, but is not limited to, other grants contracts or fiscal officers affiliated with the institution and the ACOS/R&D.

2.2. [bookmark: RR_406B]Conflict of Interest of Investigators

2.2.1. The principal investigator and all sub-investigators must report all actual or potential significant financial interests and any conflicts of interest using an approved Conflict of Interest Form. 

2.2.2. The policy pertains to interests in business, non-profit and public entities in an area related to the research, where the entity could reasonably appear to affect or be affected by the design, conduct, or reporting of the sponsored project.  A financial COI exists in research when an individual, group, or Institution may benefit financially from either the performance of, or the outcome of, or reporting of a research project.  The appearance of a conflict of interest from the point of view of a disinterested party is also a potential conflict of interest.  

2.3. [bookmark: RR_406C]Review and Management of Conflict of Interest

2.3.1. Prior to start of discussion and deliberation of each research committee, the Chair will ask if any attendee has a COI related to any protocol or other item for discussion that is listed on the agenda.  The committee of record will review any potential conflicts of interest that may be present in a study. The evaluation criteria do not vary by funding or regulatory oversight.  

2.3.2. For Human research, if no conflict of interest is found, the informed consent may include a statement to the effect that the [INSERT FACILITY NAME/INITIALS HERE] IRB has determined that the investigator's financial interest will not adversely affect subject welfare.  If any potential conflicts of interest are present, but are perceived to be manageable and determined not to preclude to conduct of the research study, the informed consent document should include a statement indicating the nature of the conflict. On the other hand, if the [INSERT FACILITY NAME/INITIALS HERE] IRB determines that the investigator's financial or other interest could adversely affect subject welfare, the IRB will take appropriate action within the scope of its authority to approve, disapprove, or require modifications to reduce the conflict.  

2.3.3. Some questions to take into consideration when deliberating about question of COI include but not limited to:
· Who is the sponsor?
· Who designed the clinical trial?
· Who will analyze the safety and efficacy data?
· Is there a Data Safety Monitoring Board (DSMB)?
· What are the financial relationships between the Principal Investigator and the commercial sponsor?
· Is there any compensation that is affected by the study outcome?
· Does the Investigator have any proprietary interests in the project including patents, trademarks, copyrights, and licensing agreements?
· Does the Investigator have equity interest in the company—publicly held company or non-publicly held company?
· Does the Investigator receive significant payments of other sorts?  (e.g. grants, compensation in the form of equipment, retainers for ongoing consultation, and honoraria)?
· Are reporting requirements for funding or regulatory agencies met?
· What are the specific arrangements for payment?
· Where does the payment go?  To the Institution?  To the Investigator?
· What is the payment per participant?  Are there other arrangements?

2.3.4. Possible conditions that may be imposed by the committee of record to reduce conflict of interest include: 
· reduction or elimination of financial interests or relationships, 
· disclosure of financial interests to subjects, 
· interim reports, 
· modification of the research plan, 
· education of research personnel, 
· monitoring by a third party or ad hoc committee, 
· disclosure of financial interests to journal editors and in presentations, and 
· disqualification from participation in all or a portion of the project.  

2.3.5. The convened primary Committee of Record (CoR) has the final authority to decide whether the interest and management, if any, allows the research to be approved.  In the event a sub-committee of [INSERT FACILITY NAME/INITIALS HERE] R&D Committee (R&DC) as the primary CoR identifies a conflict(s) of interest that needs to be reported to appropriate funding and/or regulatory agencies, the PI will provide written documentation to the R&DC sub-committee that the reporting is completed.  Any such matter will also be referred to [INSERT FACILITY NAME/INITIALS HERE] R&D Committee for further action according to institutional policy.  If the R&DC sub-committee  concludes that a conflict of interest is significant and cannot be resolved by the sub-committee, they will refer their concerns to the [INSERT FACILITY NAME/INITIALS HERE] R&D Committee. The R&D Committee can give suggestions to the sub-committee to resolve the issue. The primary CoR may impose additional restrictions or conditions but may not diminish any restrictions that have been imposed by the R&D Committee without prior approval.  The COI determination will appear in the meeting minutes of the primary CoR. NOTE: In approving research meeting minutes, only those that were present during that meeting are allowed to vote.    
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