
UNL Conflict of Interest in Research Policy
I. Introduction

The following is the University of Nebraska – Lincoln’s Conflict of Interest in Research Policy, and it is intended to supplement Regents Policy 3.2.8 which is incorporated herein by reference.  This policy addresses federal Public Health Service and National Science Foundation regulations and guidelines (42 CFR Part 50, Subpart F and 45 CFR Part 94.1), US Department of Education regulations (34 CFR Part 75.524, 34 CFR Part 75.525 and 34 CFR Part 74.42) and other relevant federal policies which regulate activities that may result in conflict of interest in research.
Potential conflicts of interest in research arise in a variety of circumstances in the academic setting.  Examples include, but are not limited to, the following:

a. Receipt of significant consulting fees and other payment or remuneration from commercial sponsors of research;

b. Payments related to recruiting or enrolling research participants;

c. Financial interests in commercial sponsors of research;

d. Royalty interests resulting from publication, products, or technology;

e. Support from commercial or philanthropic sponsors of research;

f. Serving as a director of a company that is a UNL vendor, sponsors research, or provides other support to the University; or

g. Employing subcontractors in which a Covered Person or an immediate member of his/her family has a substantial financial interest.
These activities may create a potential conflict between (1) an individual’s duty to UNL and his/her personal interests; or (2) the University’s responsibility to engage in unbiased research and the financial interests of UNL or Covered Persons with the authority to make institution wide policy.

(Note: Institutional conflict of interest in research, wherein the institution holds a significant financial interest in an entity that is related to an externally sponsored research project, is addressed in policies of the Office of Technology Development [OTD]. The OTD policy addresses conflicts of interest and apparent conflicts of interest that may arise from the University’s financial interests in commercial companies or other entities when those interests relate in some way to research performed at the University or by University faculty or other researchers.  It is intended to provide a framework within which the University will operate in its relationships with outside companies and other commercial institutions.)   

II. Appropriateness of Research (RP – 3.2.8-4)
Research is a central element of the University’s mission.  Research leads to discovery and innovation, fosters instruction and student learning, informs public service, and brings recognition to the University and its faculty.  All forms of research conducted in a responsible manner characteristic of the institutional core values are important to further advance the University’s mission.  As such, industry-supported research is a legitimate academic endeavor.  Nationally, research universities are seeking to actively strengthen their relations with industry to translate research inquiry into innovation and technology development.  Government and industry alike support basic, applied, and proprietary research.  Because of the intertwined nature of government and industry research goals, distinction between these categories of research is often arbitrary.  Research is critical to education, regardless of the source of funding, as both industry- and government-sponsored research has led to significant innovation and technology development.  Research collaboration with industry can challenge faculty, enrich graduate and undergraduate education, and open new options for employment and economic development.

Although the University interests include fostering University-industry partnerships, potential conflicts of interest may arise as a result of industrial sponsorship of research.  Prospects of financial gain could influence investigators and the University to choose more commercially imminent, product-oriented research, rather than those that fulfill the longer-term objectives of advancing more basic knowledge.  Such a decision-making focus could affect deleteriously the quality and breadth of the University research, teaching and service mission.  For federally-sponsored projects, such problems are prevented in part by the established external peer-review system and interest disclosure, in addition to internal review accomplished by the appropriate department chair(s)/head(s) and director(s), dean(s), and vice chancellor(s).  Because industrial sponsors typically do not utilize peer review, the University’s internal review of industry-sponsored projects must be especially thorough. 
III. Basis for Policy

Section 3.4.5 and 3.8 of the Bylaws of the Board of Regents of the University of Nebraska, Nebraska Conflict of Interest Statues, Neb. Rev. Stat. §49-1493 et. seq., Board of Regents Conflict of Interest Policy, RP-3.2.8, Public Health Service and National Science Foundation regulations and guidelines (42 CFR Part 50, Subpart F and 45 CFR Part 94.1), US Department of Education regulations (34 CFR Part 75.524, 34 CFR Part 75.525 and 34 CFR Part 74.42) and other relevant federal policies regulate activities which may result in conflict of interest in research.
IV. Policy
UNL shall identify, manage, reduce, and/or eliminate conflicts of interest in research to maintain the public trust in university research.  While UNL encourages industry partnerships in the conduct and commercialization of research innovation, potential conflicts of interest often arise in the conduct of research where UNL or its investigators have a financial interest in the outcome of research.  A conflict of interest in research that entails a significant financial interest, as defined below, must be managed pursuant to this policy.
V. Applicability

This policy applies to all University employees, including part-time and full-time employees, visiting faculty/employees, post-doctoral research associates and fellows, graduate assistants, and students, both graduate and undergraduate, who are involved in research.  Collectively, they shall be called “Covered Persons”.

A financial interest of the Covered Person includes any financial interest accruing to the immediate family, including parent(s), or spouse of a parent, spouse, biological or adopted child of a Covered Person, or anyone that a Covered Person may claim as a dependent under the Internal Revenue Code, or any financial interest accruing to a business or other entity in which the Covered Person or his/her immediate family member owns a controlling interest.

Likewise, this policy is intended to apply to the University’s relations with all kinds and forms of government agencies, individuals, and private enterprises in general: entities big and small, start-up or established and ongoing, independent, and/or portions of larger entities; whether proprietorships, partnerships of any variety, corporations, or other forms of business organization; regardless of where they are located geographically; whether entirely separate from the University; companies involving University employees, spun off from the University; companies involving University employees, spun off from faculty research; or University-affiliated companies (RP – 3.8.2-3).

VI. Definitions

“Conflict of Interest in Research” refers to situations where the Covered Person’s financial interests or fiduciary duties owed to third parties may bias and/or compromise, or have the appearance of biasing and/or compromising, a Covered Person’s professional judgment or behavior in carrying out his/her obligations surrounding the University’s research mission.

A conflict of interest in research that is a “Significant Financial Interest” must be managed pursuant to this policy.

A “Significant Financial Interest” is anything of monetary value that exceeds $2,000.00 from sources that reasonably might appear to be affected by the Covered Person’s research.  Significant Financial Interests that must be disclosed to the University are defined in Regents Policy 3.2.8.  Some examples of Significant Financial Interests that would need to be disclosed to the University under this policy include, but are not limited to, the following:

a. Salary, royalties, or other remuneration received outside of the University of Nebraska system;

b. Other income or payments for services (e.g., consulting fees or honoraria) except for (1) income from seminars, lectures, or teaching engagements sponsored by public or non-profit entities; or (2) income from service on advisory committees or review panels for public or nonprofit entities;

c. Equity interests (e.g., stocks, stock options or other ownership interests) that when aggregated for the Covered Person and the Covered Person’s immediate family, including parent(s), or spouse of a parent, spouse, biological or adopted child of a Covered Person, or anyone that a Covered Person may claim as a dependent under the Internal Revenue Code, exceeds $2,000.00 in value or represents more than five percent ownership in a single entity; 
d. Intellectual property rights (e.g., patents, copyrights, and royalties from such rights); or

e. The Covered Person or the Covered Person’s immediate family, including parent(s), or spouse of a parent, spouse, biological or adopted child of a Covered Person, or anyone that a Covered Person may claim as a dependent under the Internal Revenue Code holding a position as an officer in a company seeking to sponsor research at the University with which the Covered Person will be involved.
VII. Program Management and Conflict of Interest in Research Committee

Under the authority of the Vice Chancellor for Research, the Associate Vice Chancellor for Research will oversee and monitor implementation and compliance with this policy.  Under the supervision of the Associate Vice Chancellor of Research, the Director of Research Compliance Services shall be responsible for managing the ongoing program, for providing guidance and interpretation to Covered Persons seeking to comply with this policy, and carrying out the duties associated with reporting conflicts of interest in research.

Selected by the Vice Chancellor for Research, a Conflict of Interest in Research (COIR) Committee shall be appointed.  The COIR Committee will be composed of seven members, including four tenured/tenure track faculty members with university academic appointments, and three faculty serving as representatives for each of the Deans of the College of Arts & Sciences, Agricultural Research Division, and the College of Engineering, one of whom is selected to serve as the COIR Committee Chair. The eighth and non-voting member, the Director of Research Compliance Services, will serve as the Executive Secretary, under the supervision of the Associate Vice Chancellor for Research.  The Associate Vice Chancellor for Research, Associate Vice Chancellor for Technology Development, and a representative from the Office of the General Counsel shall be ex officio, non-voting committee members. The COIR Committee shall be a standing committee that operates in accordance with the guidelines in Appendix A.  The COIR Committee is charged with the following duties and responsibilities: 1) provide oversight and review of research-related conflict of interests, 2) develop management plans to manage, reduce, or eliminate conflict of interests that arise in the conduct of research, in light of federal, state, and university rules, laws, and administrative requirements, 3) periodically review the conflict of interest in research policy and operating procedures, and make recommendations for change, as needed, and 4) liaison with Office of Research staff to ensure timely communication with faculty and compliance-related reporting.

VIII. Reporting and disclosure of interests to determine potential conflicts
A. Disclosure of Interests
Covered Persons who engage in research activity shall complete annually a Confidential University of Nebraska Disclosure of Interest form (Appendix B – electronically through NUGrant).  When the Disclosure of Interest form is completed as required by University of Nebraska policy (see Disclosure of Interest Implementation Procedure), the Office of Sponsored Programs will forward the completed Disclosure of Interest form to the Director of Research Compliance Services if any of the items are endorsed. Accurate completion of this form and accurate responses to any inquiries related thereto satisfy the disclosure requirements of the Board of Regents Conflict of Interest Policy, RP-3.2.8.  The Director of Research Compliance Services shall decide if mere disclosure of interest in research is adequate to manage, reduce, or eliminate the conflict.  If disclosure is adequate, the Director of Research Compliance Services shall determine the type and extent of disclosure and notify both the Covered Person, as well as the Covered Person’s immediate supervisor.  If the Director of Research Compliance Services determines that mere disclosure is not adequate to manage, reduce, or eliminate the potential conflict, the matter shall be referred to the COIR Committee for further consideration.  After consideration by the COIR Committee is complete, the Director of Research Compliance Services shall report the potential conflict of interest in research and any approved management plan to the VCR for subsequent approval.  This plan then will be submitted for review and approval by the appropriate department chair(s)/head(s) and director(s), dean(s), and vice chancellor(s).   The Director of Research Compliance Services also shall report that the management plan has been completed to federal grant administering agencies, where required by federal regulation of the terms of the research grant.

B. Sponsored Program Proposals
Covered Persons who engage in research as co-investigators or other key personnel on projects shall submit a Confidential University of Nebraska Disclosure of Interest form (Appendix B – electronically through NUGrant). When the Disclosure of Interest form is completed as required by University of Nebraska policy (see Disclosure of Interest Implementation procedure), the Office of Sponsored Programs will forward the completed Disclosure of Interest form to the Director of Research Compliance Services if any of the items are endorsed. Accurate completion of this form and accurate responses to any inquiries related thereto satisfy the disclosure requirements of the Board of Regents Conflict of Interest Policy, RP-3.2.8.  Where there are interests endorsed, Office of Sponsored Programs shall forward electronically the disclosure form to the Director of Research Compliance Services for review and action, pursuant to section VIII below and, if applicable, the Board of Regents Conflict of Interest Policy.  After review by the Director of Research Compliance Services is complete, the Director of Research Compliance Services, after appropriate review by the COIR Committee, shall report the conflict of interest in research and the management plan to the VCR for further review and approval.  After the management plan is approved by the appropriate department chair(s)/head(s) and director(s), dean(s), and vice chancellor(s), the Director of Research Compliance Services also shall report that the management plan has been completed to federal grant administering agencies, where required by federal regulation of the terms of the research grant.

C. Changes in Interests in Research
Any change in the interests in research must be reported to the Director of Research Compliance Services on a Confidential University of Nebraska Disclosure of Interest form (Appendix B) electronically through NUGrant within 30 days of the change.

D. Annual Submission and Review of Conflict of Interest in Research Disclosure Form
Covered Persons who have submitted disclosure forms previously shall annually update their disclosure of interests in research by completing annually the generic Confidential University of Nebraska Disclosure of Interest form electronically through NUGrant.  This disclosure form must be completed at least annually until completion of the research project, or more frequently if required by an approved conflict of interest management plan.  If there are changes in the interests in research within the annual period, the disclosure form must be completed at a less than annual interval, pursuant to Section 6C of this policy. The Director of Research Compliance Services shall review these disclosure forms and determine whether further COIR Committee review is necessary, pursuant to Section 6A of this policy.

IX.  Executive Secretary Action

The Director of Research Compliance Services in the role of Executive Secretary shall review all disclosure of interest in research forms and determine in his/her professional judgment whether any further action should be taken to manage, reduce, or eliminate potential conflicts of interest in research.  If the Director of Research Compliance Services determines that the potential or perceived conflicts of interest in research require management beyond mere disclosure, (s)he will convene the COIR Committee to create the management plan.  The COIR Committee will be provided and will review all necessary information to be able to develop an appropriate conflict of interest in research management plan as needed to meet regulatory requirements.  The COIR Committee, as part of developing the management plan, will obtain information from the faculty member in order to understand the nature of the financial interest and the conflict of interest, and to consider various potential courses of action. 

X. COIR Committee Action

The COIR Committee shall consider the nature of the research activity, the magnitude of the interest in research and its relation to the Covered Person’s research, the potential impact of the potential or perceived conflict of interest in research might have on the integrity of the Covered Person’s decisions, and such other considerations as the COIR Committee shall deem relevant, in order to render a decision and formulate a management plan.  The COIR Committee then shall determine whether the proposed management plan will manage, reduce, and/or eliminate the potential or perceived conflict of interest in research adequately.  This determination will be so stated on the Conflict of Interest in Research Management Plan Determination form (Appendix C). In rare instances, the COIR Committee may determine that no management plan can manage, reduce, or eliminate the conflict of interest adequately.  In this case, the COIR Committee will prohibit the Covered Person from participating in the research activity. The COIR Committee Chair shall transmit a copy of the approved management plan to the VCR for further review and approval, with final review and approval by the appropriate department chair(s)/head(s) and director(s), dean(s), and vice chancellor(s).  If the research activity includes the use human participants, non-human vertebrate animals, biosafety-regulated, or radioactive materials, the appropriate university review boards also will review the research activity, in light of the potential or perceived conflict of interest in the research management plan.

XI. Management of Conflict of Interest in Research
The following is a non-exhaustive list of management plan strategies provided to serve as guidance to the Director of Research Compliance Services and COIR Committee:

a. Take no action beyond disclosure of the conflict of interest in research to the University and to the research sponsor;

b. Disclose the potential or perceived conflict of interest in research to the academic and professional communities in all presentations and publications; to the research sponsor through written notification; and to human research participants through informed consent documents when human participants are involved in the conduct of the research activities;

c. Require independent monitoring of the research or other academic project; for example, review by a scientific advisory board, composed of faculty peers from other institutions, to assess scientific progress and outcomes;

d. Require modification of the research protocol or other academic project to manage, reduce, or eliminate potential bias through means such as blinding, modifying the scope of the project, and/or setting timetables for delivery of the product, if applicable;

e. Designate a peer or supervising co-investigator with no conflict of interest in research in the project to assume the lead investigative role;

f. Divest of necessary interests to reduce the financial interest giving rise to the conflict of interest in research, with restrictions on re-investment for an appropriate period, in order to provide for publication and independent critique of the completed project;

g. Sever relationships existing between the Covered Person and the company or other entity that is the source of the conflict of interest in research;

h. Remove contract terms that create the conflict of interest in research; for example, under no circumstances shall the University engage in research  where payment depends upon the outcome of the research;

i. After careful consideration of less prohibitive alternatives, the Covered Person may be disqualified from participation in all, or in any portion of, the research or other project when a conflict of interest in research exists that cannot be managed, reduced, or eliminated adequately. 

XII. Other Compliance Committee Review of COIR Management Plan

After the COIR Committee develops the COIR management plan, the relevant compliance committee (e.g., Institutional Review Board when the use of human participants in research is required, Institutional Animal Care and Use Committee when non-human vertebrate animals are used in research, Biosafety Committee for the use of covered, biologically hazardous agents, and Radiation Safety Committee for the use of radiation in research) shall review the management plan in light of its impact on the conduct of the research project.  The relevant compliance committee may recommend or require more stringent management of the conflict of interest in research than is provided in the COIR Management Plan, within the scope and authority given to the compliance committee by federal regulations.  However, the relevant compliance committee may not adopt less stringent management than that put forth in the COIR Committee management plan.  The recommendation or requirement deemed necessary by the relevant compliance committee will be transmitted to the Director of Research Compliance Services for further review and, as necessary, further consultation with the COIR Committee or other action(s).  The relevant compliance committee shall incorporate and require implementation of the approved COIR management plan strategies applicable to the research into the approved protocol of the pertinent compliance committee.

XIII. Corrective Action

Covered Persons who do not disclose interests in research pursuant to this policy or who choose not to comply with the Director of Research Compliance Services or the COIR Committee determination and recommendations, or the COIR management plan may be reassigned to an activity in which there is no potential or perceived conflict of interest in research.  Further, such failure or refusal to disclose or comply may be deemed a violation of this policy and Board of Regents Policy 3.2.8 and shall be cause for consideration of further disciplinary, employment, and/or academic action.  For Public Health Service (PHS) research the Office of Research shall notify the PHS Awarding Component when the COIR Committee has determined that failure of the Covered Person to comply with this policy has biased the design, conduct, or reporting of the PHS-funded research in accordance with 42 CFR §50 Subpart F, 34 CFR §74.51.
XIV. Recordkeeping

The Director of Research Compliance Services shall retain the disclosure forms, records, and COIR Committee meeting minutes processed pursuant to this policy for purposes of documenting the existence and/or identification of conflicts of interest in research and their management.  Records shall be retained for no less than five years following the cessation of the research activity to which they relate.

XV. Audits

Management of the conflict of interest in research program shall be audited as part of the compliance service programs.

XVI. Open Meetings and Public Records Concerns

No proceedings under this policy, including  those of the COIR Committee, are subject to the public meeting laws of the State of Nebraska, Neb. Rev. Stat. §84-1408 et. seq., as amended. The records generated pursuant to this policy are confidential except to the extent they are required to be disclosed pursuant to the Public Records laws found at Neb. Rev. Stat. §84-712 et. seq., as amended or other laws requiring disclosure.

Appendix A: COIR Committee Governance
1. Conflict of Interest in Research and Related Activities Committee (COIR Committee). Pertaining to matters specified in Section 3.2.8 of the Board of Regents Bylaws, a COIR Committee is established to review and manage conflicts of interest that arise in research and related activities, in light of federal, state, and university rules, laws, and administrative requirements.  

The COIR Committee is hereby charged with the following duties and responsibilities:

a) Provide oversight and review of research-related conflicts of interest,

b) Develop management plans to manage, reduce, or eliminate conflicts of interest that arise in the conduct of research, in light of federal, state, and university rules, laws, and administrative requirements,

c) Periodically review the conflict of interest in research policy and operating procedures, and make recommendations for change, as needed, 

d) Liaison with Office of Research staff to ensure timely communication with faculty and compliance-related reporting.

2. COIR Committee Composition

The COIR Committee shall be composed of 7 voting members (4 faculty representatives and 3 representatives from the Deans of the College of Arts & Sciences, the Agricultural Research Division, and the College of Engineering) and 3 ex-officio members, selected by the Vice Chancellor for Research and operationally managed by the Associate Vice Chancellor for Research. All seven members must be tenured/tenure track faculty with a university academic appointment.  The eighth and non-voting member, the Director of Research Compliance Services, will serve as the Executive Secretary, under the supervision of the Associate Vice Chancellor for Research.  The Associate Vice Chancellor for Research, Associate Vice Chancellor for Technology Development, and a representative from the Office of the General Counsel shall be ex officio, non-voting committee members.  The Vice Chancellor for Research shall select a COIR Committee chair.

3. Membership Term

COIR Committee members shall serve for a fixed term of three years, commencing and terminating at the end of the calendar year.  Terms will be staggered for individual members to ensure continuity across years.  New members shall be selected by the Vice Chancellor for Research.
4. Quorum

The COIR Committee Chair, or her/his designee, shall preside at all meetings. A quorum is required for committee business to be conducted.  A simple majority of the voting membership present will constitute a quorum.

5. Voting

No regular motion shall pass unless majority of the COIR Committee members present vote in favor of the motion.

6. Meeting Schedule
The COIR Committee shall have regular, monthly meetings during the calendar year, as needed.  Meetings may be conducted by telephonically or electronically at the discretion of the COIR Committee Chair, as long as quorum is met.

7. Meeting Minutes

The Executive Secretary, or his/her designee, shall prepare meeting minutes and present them for approval at the next scheduled COIR Committee meeting.

Appendix B: Confidential University of Nebraska Disclosure of Interest form
(Please see attached form – now electronically provided  by NUGrant)
Appendix C: Conflict of Interest in Research Management Plan Determination form





UNIVERSITY OF NEBRASKA – LINCOLN 
Conflict of Interest in Research Committee Management Plan
Name: __________________________________________________________________

Campus Address: _________________________________________________________

Phone: _____________________________ Email: ______________________________

Date Reviewed by Committee: ___/___/__ COIR Committee Chair: _________________

Potential Conflict of Interest in Research:
Attach Summary

COIR Committee Management Plan Determination: 

Disclosure Sufficient

Disclosure Insufficient – Management Plan Required and Attached

Relevant compliance committee review (e.g., IRB, IACUC, Biosafety, Radiation Safety) and Recommendation and/or Requirements (Appended if Applicable):


IRB


Date Approved: ____________


IACUC


Date Approved: ____________


Biosafety


Date Approved: ____________


Radiation Safety

Date Approved: ____________

The undersigned has reviewed the conflict of interest in research Management Plan describe above as set forth by the COIR Committee, with review by the relevant compliance committee if applicable:

____________________________________       _____________

Director of Research Compliance Services           Date

I have been provided with a copy of this management plan/determination and agree to abide by it.

____________________________________       _____________

Investigator/Covered Person

                   Date

Distribute to Director of Research Compliance Services, Investigator, department chair(s)/head(s) and director(s), dean(s), and vice chancellor(s).   
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