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SOP: Financial Conflicts of Interest

PURPOSE
This procedure establishes the process to evaluate a report of an individual financial interest of an investigator or research staff Related to the Research or an institutional financial interest Related to the Research.
The process begins when COI Office determines that an investigator or research staff has reported a financial interest Related to the Research or the IRB staff have detected an institution financial interest Related to the Research.
The process ends when the IRB makes the final decision to accept a COI management plan.
REVISIONS FROM PREVIOUS VERSION
None
POLICY
Individuals at WVU and affiliates are responsible for reporting any financial interest Related to the Research in accordance with WVU policies on Conflict of Interest. 
Disclosure requirements, review of conflict of interest in research, and COI-specific policies are maintained by the WVU Conflict of Interest Office (see section 7.4).
Investigators are responsible for ensuring investigators, co-investigators, and study personnel conflicts of interest are disclosed. If a conflict exists, a management plan must be provided to the IRB. 
The IRB is responsible for considering the management plan and may impose additional requirements to ensure the rights and welfare of participants. 
RESPONSIBILITIES
The COI Office, IRB staff, and IRB members carry out these procedures.
PROCEDURE
The WVU COI Office reviews all COI disclosures in accordance with WVU Conflict of Interest Policies. 
All individuals listed on an IRB protocol must have an up to date disclosure and must have one of the following statuses before IRB approval:
No Review Required
Requires Management Plan – Plan Status Active, Satisfied 
Unrelated
No Conflict
Relevant COI management plans are available in the COI tab of submissions to the IRB. 
During the IRB review, the IRB reviews any identified conflict of interest and the management plan to determine:
Whether the plan appropriately maintains objectivity, disclosure, and measures to protect the right and welfare of participants
Whether additional restrictions are required for the conflicted individuals or the research in its entirety, and what restrictions may be appropriate.
Whether consent documents sufficiently explain the conflict to the prospective participants.
For submissions requiring committee review:
IRB staff document the acceptance and implementation of the provided management plan in the IRB meeting minutes and review the plan in accordance with section 5.2.
For submissions requiring non-committee review:
The Designated Reviewer documents the acceptance and implementation of the provided management plan and reviews the plan in accordance with section 5.2.
MATERIALS
None
REFERENCES
42 CFR §50
45 CFR §94
AAHRPP elements I.6.A, I.6.B, I.7.A
WVU Conflict of Interest Office’s Governance, Ethics, Conflicts of Interest, and Outside Consulting Arrangements Policy
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