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If the University is a subrecipieninder another institution’s grant/award, then the GB&ll
determine if this Policy, or the other institution’s FCOI policy, will be followéidis generally



(iv) In addition, PHSnvestigatorsalso must disclose the occurrence of any reimbursed
or







Disclosure Obligations in Publications or Presentations

The University also expects Covered Individuals to disclose all financial interests related to their
presentation or publication of research results. Such financial interests would:ii¢lude

financial interests inrgities supporting or otherwise connected to the presentation, publication

or research, (ii) the Covered Individisaprovision of consulting services on the subject of the
research, and (iii) any other financial interests that the Covered Individual reasonably believes
could be material to members of an audience or readers assessing the opinions, advice, or work
presented by the Covered Individu@his includes the disclosure of a financial interest in an

entity which owns or has a contractual relationship to the technology being reported or
discussed.

Training (for PHS Investigators ONLY)

PHS Investigatormust complete financial conflict of interest trainipigor to engaging in PHS
supportedesearch and at least once every fouyéarswhile they are still engaged in PHS
supportedesearch. PHS Investigators also must complete this training immedmedely of the
following circumstances:

X When this Blicy is revised in any manner that affects the requirements applicable
to PHSInvestigators;

X When the PH3nvestigator is new to the Universjtgven if the PHSupported
research has already begun; or

X When the University determindisat the PH3nvestigdor is not in compliance

with this Policy or an imposed management plan.

Please contact t@SPfor information about accessing this training program.
Review Process

The University’s Provost shall appoint a Research Conflict of Interest ComnittBze! (

Committe@ comprised of at least one individual. The Provost shall appoint a Chair of the RCOI
Committee, who also shall serve as Director of the University’s Research Conflict of Interest
Program and is the Institutional Official for all reseaconflict of interest matters

(Chair/Directoj.

The RCOI Committee shall consult with the Réhd the University’s Office of the General

Counsel. A majority of the members of the RCOI Committee will constitute a quorum, and the
RCOI Committee may act by majority vote of the members present at a meeting (in person or by
telephone or other electronic means) with a quorum, or by written or electronic consent of a
majority of all members.

Promptly after submission of an FCOI disclosure (and in any gezatally within



. Whether the Covered IndividuslSFI is related to his/heesearch; and go,
. Whether the SFI constitutes an FCOI.

If an FCOI is identifiedgenerally within thirty 80) days, the






Documentation of such review will include the following key element®r@)ect number and
title; (ii) Pls or project directors(iii) Covered Individualand entity resulting in the FCOI; (iv)
Reason the retrospective review was compldtedDetailed description of methodology used to
conduct the retrospective revide.g., methodology of the review processnposition of the
review panel, documents reviewed, etar)d(vi) Findings and conclusiore the review

Additional Requirements for PHSupported or NSSupported Projects

For PHSsupported projectshe OSP will coordinate the University’s filing sich FCOI and

other reports as required under PHS regulations, includimgebekpending any funds under a
PHSsupported project, and when an FCOI is not identified and maniagaddition, as

required on an annual basis the Universitly submit FCOlreports to the PHS awarding agency
specifying the actions that will be taken to manage the F©@p forward. If the retrospective
review finds bias in the design, conduct, or reporting of Btigportedactivity, the University

will notify the PHS awardig agency promptly and submit a mitigation report, as required, which
will include:

x The key elements documented in the retrospective redeseribed above

x A description of the impact of the bias on the research project; and

x The Universitys plan ofaction or actions taken to eliminate or mitigate the effect of the
bias(i.e., impact on the research project, extent of harm done, including any qualitative
and quantitative data to support any actual or future harm; analysis of whether the
research project is salvageable).

For PHSsupported clinicalegsearchif the U.S. Department of Health and Human Services
determines that a PH&pported kinical researclproject {.e., a project whose purpose is to
evaluate the safety or effectiveness of a drug, medical device, or treatment) has been designed,
conducted, or reported by a Covered Individuih an FCOI that waenot managed or reported

by the Universityas requiredy the regulatins the Universitywill require the Covered

Individual to disclose the FCOI in each public presentation of the results dirtloaloresearch

and to request an addendum regarding such disclosure to previously published presentations.

For projectssponsored by the National Science Foundation (NBE)Chair/Directowill notify
the NSF Office of General Counsel if the University determihasit is unable to satisfactorily
manage a FCOI.

In all instances, the Chair/Director also may deterpimiis/her discretion that interim
measures are necessary regarding the Covered Indigigaaiicipation in the affected PHS or
NSFsupportedesearchand the Covered Individual must comply with such measures

Records

Records relating to all SFI disclogs;, including the review of and response to the disclosures
(whether or not resulting in an FCOI finding), and any other action underdiy fncluding a
retrospective reviewwill be maintained byhe Chair/Director (or his/her designee) on behalf of
the Universityfor the longer of (i) three (3) yealsllowing the termination or completion of the






	Applicability

