Research: Financial Conflict of Interest in
Policy Number: 
II.06.01
Reason for Policy: 
To articulate parametersprovide guidelines and required action regarding conflicts of interest in research. 
Entities Affected by this Policy: 
Investigators involved in, or planning to become involved in, research at the UO.
Responsible Office: 
For questions about this policy, please contact the Office of the Vice President for Research and Innovation at (541) 346-2090 or coi@uoregon.edu.  vpri@uoregon.edu.
Enactment & Revision History: 
03 August 2017 - Policy renumbered from 09.00.04 to II.06.01
10 December 2012 - Reviewed and Approved by the university president
01 October 1995 - Revised
2001 - Revised
 April 2009 - Revised
02 June 2009 - Issue date
Policy: 	Comment by Mandy Gettler Brown: Add definitions section so terms stay together and easier to skim.

 
PREAMBLE:
Objectivity of investigators is the foundation for advancing the frontiers of knowledge and the basis for obtaining and maintaining public trust in research. The University of Oregon encourages outreach to and connections with outside entities. At the same time, these activities may create potential financial conflicts of interest in research which must be addressed to maintain public confidence in research.
SECTION I. DEFINITIONS:
Conflict of Interest in Research, as defined by 42 CFR 50.603, (“COIR”) means “a Significant Financial Interest that could directly and significantly affect the design, conduct, or reporting” of Research, as determined by the university.
Declaration Disclosure means an Investigator’s formal, or explicit statement disclosing Significant Financial Interests to the university.

Financial Interest, as defined by 42 CFR 50.603, is means  “anything of monetary value, whether or not the value is readily ascertainable.”
Investigator, as defined by 42 CFR 50.603, means theis anyone “responsible for the design, conduct, or reporting” of Research. An  project director or principal Investigator, and any other person, regardless of title or position, who is responsible for the design, conduct, or reporting of Sponsored Research. Investigator can include, but is not limited to,: professorial faculty, research associates, emeritus faculty, research collaborators, post-doctoral students, graduate students, visiting scientists, and individuals with courtesy appointments, external collaborators, or outside consultants, regardless of whether paid or unpaid. The term Investigator does not usually apply to, but does not preclude, departmental grant administrators or financial staff. Most often, an Investigator is a principal investigator, co-investigator, and senior/key personnel, but other research staff who are responsible for the design, conduct, or reporting of research are also included.	Comment by Mandy Gettler Brown: Feedback: “Expand the definition of ‘Investigator' to explicitly include principal investigators, co-principal investigators, project directors, senior/key personnel, and others identified by the university as responsible for the design, conduct, or reporting of research. This would reduce uncertainty about who is subject to disclosure requirements.”
	Comment by Mandy Gettler Brown: Pfeifer: graduate students can be included. It’s helpful to have the longer list from the regs.

Unruh: “Key personnel” may be defined differently for EPCS purposes by some DGAs, and who has the disclosure requirement may be broader.

Determination to add additional sentence.

Institutional rResponsibilities, as defined by 42 CFR 50.603, means an Investigator’'s professional responsibilities on behalf of the University of Oregon Institution, and as defined by the Institution in its policy on financial conflicts of interest, which may include for example: activities such as research, research consultation, teaching, professional practice, institutional committee memberships, and service on panels such as Institutional Review Boards or Data and Safety Monitoring Boards.
Management Plan, as defined by 42 CFR 50.605(a)(1), outlines specific steps an Investigator must take to reduce, eliminate, or mitigate a Conflict of Interest in Research. In developing a Management Plan, the Conflict of Interest in Research Committee will apply a sponsor’s specific regulations and may additionally consider best practices within an Investigator’s discipline and/or recommendations or guidance published by professional associations. means the prospective plan for COIR mitigation.

Mitigation Report, as defined in 42 CFR 50.605(a)(3)(iii), describes the impact of any bias on the Research the university identifies and the university’s plans of action to eliminate or mitigate the effect of the bias.means a retrospective report for COIR mitigation compliant with Sponsor’s requirements.
Remuneration includes salary and any payment for services not otherwise identified as salary, such as consulting fees, honoraria, or paid authorship.

NIH Standards means the U.S. Department of Health and Human Services (DHHS) regulations on Promoting Objectivity in Research (42 CFR Part 50, Subpart F) and Responsible Prospective Contractors (45 CFR Part 94).
Research, as defined by 42 CFR 50.603, means any “systematic investigation, study, or experiment designed to develop or contribute to generalizable knowledge” for which funding is awarded to the University of Oregon through grant, fellowship, training, project, or research resources award. The term encompassesResearch includes “basic and applied research (e.g., a published article, book, or book chapter) and product development (e.g., a diagnostic test or drug).” It includes any activity for which research funding is awarded through grant, award, fellowship, training, project, or research resources award.
 Following 42 CFR 50.602, Research does not include SBIR/STTR Phase 1 applications.
Retrospective Review, as described in 42 CFR 50.605(a)(3)(ii)(A-B), is a detailed report of an Investigator’s activities and the Research to determine whether the Research conducted during a period of noncompliance was biased in the design, conduct, or reporting.
Significant Financial Interest, as defined in 42 CFR 50.603, is a Financial Interest that consists of one or more of the following interests of the Investigator (and those of the Investigator’s spouse and dependent children) that reasonably appear related to the Investigator’s Institutional Responsibilities:
· With regard to any publicly traded entity, a Significant Financial Interest exists if the value of Remuneration received from a single external entity exceeds $5,000 in aggregate during the twelve months preceding the Disclosure and the value of any equity interest (e.g., stock, stock option, or other ownership interest, as determined through reference to public prices or other reasonable measures of fair market value) in the entity as of the date of Disclosure, when aggregated, exceeds $5,000; 

· With regard to any non-publicly traded entity, a Significant Financial Interest exists if the value of Remuneration received from a single external entity exceeds $5,000 in aggregate during the twelve months preceding the Disclosure or when the Investigator (or the Investigator’s spouse or dependent children) holds any equity interest (e.g., stock, stock option, or other ownership interest); 
· Intellectual property rights and interests (e.g., patents, copyrights), upon receipt of income related to such rights and interests, unless the intellectual property rights are assigned to the University of Oregon and the university pays salary, royalties, or other Remuneration to share in royalties related to such rights to the Investigator; or
· Reimbursed or Sponsored Travel from a single external entity exceeding $5,000 in aggregate during the twelve months preceding the Disclosure. For Department of Energy researchers, reimbursed or Sponsored Travel of any amount.	Comment by Mandy Gettler Brown: Feedback: “Clarify the travel disclosure requirement by stating that reimbursed or sponsored travel from a single external entity exceeding $5,000 in aggregate during the preceding 12 months must be disclosed. This wording may be easier for investigators to understand.”	Comment by Jennifer Pfeifer: +1 !!!
A Significant Financial Interest does not include:
· Salary, royalties, or other Remuneration paid by the university, including intellectual property rights assigned to the university under agreements to share in royalties related to such rights;
· Income from investment vehicles, such as mutual funds and retirement accounts, as long as the Investigator does not directly control the investment decisions made in these vehicles; and
· Payment from a federal, U.S. state, or U.S. local government agency; a U.S. institution of higher education as defined at 20 U.S.C. 1001(a); or an academic teaching hospital, a medical center, or a research institute affiliated with a U.S. institution of higher education for seminars, lectures, teaching engagements, or service on advisory committees or review panels.
Significant Financial Interest means:
(1) A financial interest consisting of one or more of the following interests of the Investigator (and those of the Investigator’s spouse and dependent children) that reasonably appears to be related to the investigator’s institutional responsibilities:
(i) With regard to any publicly traded entity, a Significant Financial Interest exists if the value of any remuneration received from the entity in the twelve months preceding the disclosure and the value of any equity interest in the entity as of the date of disclosure, when aggregated, exceeds $5,000. For purposes of this definition, remuneration includes salary and any payment for services not otherwise identified as salary (e.g., consulting fees, honoraria, paid authorship); equity interest includes any stock, stock option, or other ownership interest, as determined through reference to public prices or other reasonable measures of fair market value;
(ii) With regard to any non-publicly traded entity, a Significant Financial Interest exists if the value of any remuneration received from the entity in the twelve months preceding the disclosure, when aggregated, exceeds $5,000, or when the Investigator (or the Investigator’s spouse or dependent children) holds any equity interest (e.g., stock, stock option, or other ownership interest); or
(iii) Intellectual property rights and interests (e.g., patents, copyrights), upon receipt of income related to such rights and interests.
(2) Any reimbursed or sponsored travel (i.e., that which is paid on behalf of and not reimbursed to the Investigator), that, when aggregated, exceeds $5,000 per individual entity and that is related to the Investigator’s institutional responsibilities, including the purpose of the trip, the identity of the sponsor/organizer, the destination, and the duration; but not including travel reimbursed or sponsored by a Federal, state, or local government agency, an Institution of higher education as defined at 20 U.S.C. 1001(a), an academic teaching hospital, a medical center, or a research institute affiliated with an Institution of higher education.
(3) Significant Financial Interest does not include the following types of financial interests:
(i) Salary, royalties, or other remuneration paid by the university, including intellectual property rights assigned to the university and agreements to share in royalties related to such rights;
(ii) Income from investment vehicles, such as mutual funds and retirement accounts, as long as the Investigator does not directly control the investment decisions made in these vehicles;
(iii) Payment from a Federal, state, or local government agency, an Institution of higher education as defined at 20 U.S.C. 1001(a), an academic teaching hospital, a medical center, or a research institute affiliated with an Institution of higher education for
(a) seminars, lectures, or teaching engagements; or
(b) service on advisory committees or review panels.
 Sponsored Travel, as defined by 42 CFR 50.603, means “travel related to the Investigator’s Institutional Responsibilities that is paid on behalf of and not reimbursed to the Investigator.” Sponsored Travel does not include travel reimbursed or sponsored by a federal, U.S. state, or U.S. local government agency; an institution of higher education as defined at 20 U.S.C. 1001(a); a U.S. academic teaching hospital, a medical center, or a research institute affiliated with a U.S. institution of higher education.

Subrecipient means any non-University of Oregon Investigator outside the university community receiving Research funds from the university through subaward, subcontract, or consortium agreement.	Comment by Mandy Gettler Brown: Feedback: “The Subrecipient definition could be revised to read 'any entity receiving Research funds from the university.”
 SECTION II. 
POLICY STATEMENT:
Objectivity in Research is fundamental to advancing knowledge and maintaining public trust. The University of Oregon encourages collaboration with external partners to support Research, scholarship, and creative activity. However, such relationships may create actual or potential financial Conflicts of Interest in Research that must be managed to preserve objectivity and public confidence in Research.
At the University of Oregon, the design, conduct, and reporting of Research will be free from real actual or or potential  influence from anby any related Investigator’s Significant Financial Interest that constitutes COIRa Conflict of Interest in Research.
SECTION III. INVESTIGATOR AND SUBRECIPIENT RESPONSIBILITIES
 Each Investigator of Research must:	Comment by Mandy Gettler Brown: Include regulatory reference.	Comment by Mandy Gettler Brown: “In the context of this policy, as defined by [CFR reference], Research means...”	Comment by Mandy Gettler Brown: Add quotations when drawn directly from the regs so that it’s clear where the language came from.
· Complete financial Conflict of Interest in Research training that complies with	Comment by Leah Gessel: @Mandy, does this allow our office to continue to only accept UO approved training as a matter of procedure?

My concern is someone could reference this portion of the policy to argue training from CITI or past institutions are compliant with with 42 CFR 50.604(b) and thus use the “P”olicy to override our “little p” policies.	Comment by Mandy Gettler Brown: As long as the training is compliant with the regulations, we can accept it. We couldn't do that under CITI, because we had no way of making an institutional record that they had completed the training. With MyTrack, we can upload a certificate of completion from valid training offered elsewhere and manually mark the training complete, so we can maintain our institutional record. I think this actually gives researchers more flexibility, and I'm good with that.
·  42 CFR 50.604(b) every three years or earlier if required by a Research sponsor; and
· Submit an annual Disclosure of all Significant Financial Interests to the University of Oregon even if to affirm they have no interests and update the Disclosure within 30 days (or sooner, as required by Research sponsor) of acquiring a new Significant Financial Interest or a change in an existing interest. 
Each Investigator engaged, or planning to be engaged, in Research is obligated to file a Declaration with the university reciting all Significant Financial Interests that could reasonably appear to be related to his/her institutional responsibilities in accordance with this Policy and university Procedures.Investigators must also disclose outside activities, affiliations, Financial Interests, and in-kind support to Research sponsors in accordance with the sponsor’s requirements.  Investigators may need to comply with more frequent Disclosures as required by Research sponsors. 
Each Subrecipient will certify in writing that it has a financial Conflict of Interest in Research policy that complies with all applicable federal, state, and sponsor requirements or, alternatively, that it will comply with this university policy. 
In addition to this policy, Investigators must also disclose Financial Interests and outside activities under the UO’s Conflict of Interest, Conflict of Commitment, and Outside Activities Policy and to federal sponsors as required.	Comment by Mandy Gettler Brown: Feedback: “Consider adding a brief statement noting that, although this policy addresses financial conflicts of interest, investigators remain responsible for complying with university policies governing conflicts of commitment, outside activities, and other relationships that may affect research integrity.”	Comment by Mandy Gettler Brown: Committee agrees. Adjustment to sentence referencing COI/COC policy made.
SECTION IV. INSTITUTIONAL RESPONSIBILITIES
The university University of Oregon must:
· will dDetermine whether an Investigator’s disclosed Significant Financial Interests constitutes COIRa Conflict of Interest in Research. ; 
· Manage Each Investigator is obligated to complete a 42 CFR 50.604(b) compliant COIR training program in conformance with university procedures. Within the university, disclosed Significant Financial Interests constituting COIR a Conflict of Interest in Research using a Management Plan approved by the Conflict of Interest in Research Committee (COIRC) that is compliant with applicable federal, state, and sponsor requirements and guidance. For Department of Energy researchers, the UO must also manage apparent conflicts of interest. An apparent conflict occurs when a conflict may appear to exist to a reasonable outside observer even if there are no actual or potential conflicts; will be assessed and managed in conformance with NIH Standards and all other applicable federal, state and Sponsor requirementsand.	Comment by Mandy Gettler Brown: Options for this section here: NIH Standards Language in FCOI Policy.docx. Options include managing according to NIH standards, according to sponsor’s regulations only, and according to minimum COIRC standards.	Comment by Mandy Gettler Brown: Go with option B.
· Report Conflicts of Interest in Research to sponsors in conformance  Outside the university, reports to Sponsors regarding disclosed Significant Financial Interests constituting COIR will be provided in conformance with applicable federal, state, and sSponsor requirements and any applicable federal and State of Oregon requirements. 
Each Subrecipient will certify in writing that it has a COIR Policy that complies with all applicable federal, state and Sponsor requirements or, alternatively, that it will comply with this university policy.
The Sponsor will be promptly notified, in accordance with its requirements, Iin the event that the University of Oregon identifies (1)  bias is found in the design, conduct, or reporting of Research, including the provision of any Sponsor-required Mitigation Report; or (2) an Investigator’s failures to comply with this policy or a Management Plan, the institution will notify the sponsor according to their requirements. The university will (for the National Institutes of Health) or may opt to (for other sponsors) complete a Retrospective Review or Mitigation Report according to 42 CFR Part 50 Subpart F; or, (3) a Management Plan appears to have biased the design, conduct, or reporting of the Research.  	Comment by Jennifer Pfeifer: Hard to parse as written. Maybe "The university will (for NIH) or may opt to (for other sponsors) complete a Retrospective Review or... " 	Comment by Mandy Gettler Brown: Feedback: “Consider establishing a formal process through which investigators can request reconsideration or appeal a conflict determination.”	Comment by Mandy Gettler Brown: Formal process exists. Reference it here.
 The Conflict of Interest in Research Committee (COIRC) oversees implementation of this policy. The COIRC has final authority to determine whether a Significant Financial Interest constitutes a Conflict of Interest in Research and to approve Management Plans. The Vice President for Research and Innovation or designee appoints committee members. Membership is broadly representative of the research community.
The COIRC also hears appeals. Investigators may appeal a determination that a Conflict of Interest in Research exists, a step in a Management Plan, or a finding of non-compliance. The appeals procedure is maintained on the Conflict of Interest Office website.
The university will complete and document retrospective reviews within 120 days of a determination of noncompliance with the Policy. 	Comment by Mandy Gettler Brown: Feedback: “Consider adding a brief statement noting that, although this policy addresses financial conflicts of interest, investigators remain responsible for complying with university policies governing conflicts of commitment, outside activities, and other relationships that may affect research integrity.”	Comment by Mandy Gettler Brown: Committee agrees. Adjustment to sentence referencing COI/COC policy made.
In the event that a Significant Financial Interest relating to Research to evaluate the safety or effectiveness of a drug, medical device, or treatment is not disclosed or managed in conformance with the Sponsor’s requirements and this Policy, the university will require that the Investigator disclose the COIR in each public presentation of the research results and request an addendum to previously published presentations. All COIR-related records will be retained in conformance with 42 CFR 50.604(i) and state record retention laws.

The University of Oregon maintains all records related to this policy in conformance with the appropriate UO record retention period, state record retention laws, and sponsor requirements. 


 
 
 
Chapter/Volume: 
· Volume II: Academics, Instruction and Research
· Chapter 6: Research, general
Related Resources: 
UO Policy on Potential Conflicts of Interest
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Conflict of Interest Website
UO Purchasing and ContractingProcurement and Contracting Policy
UO Policy on Procurement and Contracting: Code of Ethics 
How to Submit a Disclosure in the Research Administration Portal
Guidance on Disclosures to Sponsors
UO Policy on Guidelines for Overload Compensation for Faculty
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