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PURPOSE
This document describes the procedures by which researcher financial conflict of interest is incorporated into, and managed by, the IRB review process. 
POLICY
The lead researcher who submits any application to the Human Subjects Division (HSD), the UW Institutional Review Board (IRB), or other IRB acting on behalf of the UW IRB is responsible for ensuring that all investigators (as defined by UW Policy GIM 10) on the research are aware of UW Policy GIM 10 and their responsibility for complying with it.
By University policy (GIM 10), the requirements described in a Financial Conflict of Interest (FCOI) Management Plan from the UW Office of Research shall be incorporated into the research. It is UW IRB policy that the requirements of a Management Plan for new research must be incorporated into the research before the IRB grants full unconditional approval or before HSD grants exempt status for the research.
The IRB or HSD may impose additional requirements to mitigate or manage financial conflict of interest if it feels that the researcher’s plans and any FCOI Management Plan are not sufficient.
Although HSD generally receives a copy of FCOI Management Plans from the Office of Research, the researcher is responsible for ensuring that the IRB has received the Plan in a timely manner and that the requirements outlined in the plan are incorporated into the research.
It is UW IRB policy that subjects are informed about the presence of a FCOI by appropriate information in the consent form or (for research not involving a consent form) in an alternative manner such as a consent script.
It is UW IRB policy that subjects shall be informed about the source of any external funding for the research. This is typically accomplished in the consent form, as is described in the UW consent form template.
The same policies and procedures apply to revised FCOI Management Plans. 
These policies and procedures apply to financial conflict of interests for all other members of a research team as well as the lead researcher of the team.
DEFINTIONS
Financial conflict of interest: see UW Policy GIM 10. 
RESPONSIBILITIES
Responsibilities are described below, in the Procedures section.
PROCEDURES
Researchers. This procedure applies only to researchers who receive (or expect to receive) a FCOI Management Plan from the Office of Research that pertains to a human subjects research activity. 
New research. The IRB application can be submitted at any time. If the researcher already has a Management Plan, it should be attached to the IRB application, or uploaded to the Supporting Documents page in Zipline. If the FCOI review is still pending, the researcher may still submit the application and the IRB may begin the review process. However, the application cannot receive full unconditional approval until the Management Plan has been received and reviewed by the IRB. The requirements outlined in the Plan must be incorporated into the research procedures and described in the application materials. 
Ongoing research. If the research has already been approved by an IRB, the researcher sends the Management Plan to the IRB together with a Modification form, (or creates a Modification in Zipline and uploads the Management plan to the Supporting Documents Page) describing any changes required in order to comply with the requirements of the Plan.
Consent information. By UW policy, subjects must be informed about the FCOI of any member of the research team. The UW IRB strongly encourages (but does not require) the use of the language and formatting provided in the UW consent form template for this purpose. When the research does not involve a consent form, the information shall be provided in an alternative manner approved by the IRB (e.g. a consent script). 
Human Subjects Division (HSD). HSD receives copies of FCOI Management Plans from researchers and from the Office of Research.
Initial intake. Management Plans received from researchers are handled by the same intake process as other materials provided by researchers. Management Plans received from the Office of Research are handled as described in the SFI Letter Intake and Distribution flow chart. 
Distribution to the IRB. HSD staff provide the Management Plans to the IRB with any associated materials (e.g., initial application; Modification) for review and consideration. 
IRB. The IRB reviews the requirements of a Management Plan, together with any associated materials such as an initial application or a Modification. 
Level of review: the existence of FCOI does not necessarily preclude an initial IRB application or Modification from qualifying for Minimal Risk (expedited) review. However, the Minimal Risk reviewer has the authority and responsibility to require the submission to undergo full convened IRB review if:
The reviewer believes that sufficient management of the FCOI is not possible; or
The researcher is not willing to implement the requirements of the Plan or of the IRB reviewer. 
The IRB may impose additional requirements to mitigate or manage financial conflict of interest if it feels that the researcher’s implementation of the Management Plan requirements are not sufficient. The rationale for additional requirements should be documented in the IRB’s review letter to the researcher.
If the IRB determines that the criteria for IRB approval cannot be met when the requirements are implemented or if the IRB is not willing to approve the conditions and requirements of the Plan, then IRB approval cannot be granted. The HSD administrator for the IRB informs the HSD Director, who subsequently communicates and works with the Office of Research to resolve the situation.
The IRB reviews and must approve the way in which FCOI is communicated to subjects, including the use of language other than the language in the UW consent form template. The IRB considers whether the kind, amount, and level of detail of information to be provided to the subjects per the consent template language is sufficient.
Exempt research. Some human subjects research is “exempt” from the federal regulations (see GUIDANCE Exempt Research). The policies and procedures with respect to FCOI concerning an exempt project are the same as described above for non-exempt human subjects research. 
MATERIALS
SFI Letter Intake and Distribution flow chart
REFERENCES
University of Washington Policy GIM 10.
OHRP, “Financial Relationships and Interests in Research Involving Human Subjects: Guidance for Human Subject Protection”, 2004. 
FDA, “Guidance for Clinical Investigators, Industry, and FDA Staff: Financial Disclosure by Clinical Investigators”, February 2013. This document describes the requirements for financial disclosure by investigators to sponsors and the FDA, and by sponsors to the FDA.  It does not have any applicability to the IRB review process. 
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