A. PURPOSE

The purpose of this policy is to address the potential for research conflicts of interests by
defining the process for identifying, reporting, evaluating and managing potential conflicts of
interests to ensure that they do not threaten the integrity of the University’s scholarship,
research, sponsored programs, evaluation, and administration.

B. AUTHORITY

Code of Virginia Section 23.1-1301, as amended, grants authority to the Board of Visitors to
make rules and policies concerning the institution. Section 6.01(a)(6) of the Board of Visitors
Bylaws grants authority to the President to implement the policies and procedures of the Board
relating to University operations.

Board of Visitors Policy 1424, Policy on Intellectual Property, governs the use and sale of
intellectual property.

C. DEFINITIONS

Center Grant - Funding for a research center or a larger project in which there is one Principal
Investigator listed for the funding but that Principal Investigator may or may not be involved in
specific projects being conducted with the support of the funding mechanism.

Co-Investigator (Co-I) - A previously approved individual who participates in the design, conduct,
and reporting of research.

Co-Principal Investigator (Co-PI) — Co-Principal Investigators are key personnel who have
responsibilities similar to that of a Pl on research projects. While the PI has ultimate
responsibility for the conduct of a research project, the Co-Pl is also obligated to ensure the
project is conducted in compliance with applicable laws and regulations and institutional policy
governing the conduct of sponsored research.

Data and Safety Monitoring Board — An independent group of experts tasked with oversight of a
research project to ensure that study guidelines are being followed and to make decisions
regarding study continuation based upon the existence of adverse events during the study. This
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X Any equity interest, including stock options in a publicly-traded company held by an
individual and immediate family members
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X Undertaking evaluative research when the investigator or the investigator’s immediate
family member has a financial, managerial, or ownership interest in the sponsoring
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relationship affecting a company in which they or immediate family
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b. Responsibilities of Department Chairs, Division Heads, and Deans

i. Review

The department chairs, division heads, or deans, as appropriate, shall:

a.

Keep confidential all COI disclosures submitted to them by individuals
involved in research activities, except to provide institutional or internal
oversight as authorized by this policy and to comply with requests from
Federal, State, and Foundation funding agencies as required under terms of a
grant, contract, or cooperative agreement;

Review promptly the COI disclosures for existing or potential conflicts of
interests and request and document additional details, including precise dollar
figures or percentages for ownership interests or remuneration, if such details
appear necessary to determine whether there is an impermissible conflict of
interests;

In all cases notify their supervisors of these outside interests disclosed when a
COlI has been determined to exist;

Notify the employees that the supervisors will be reviewing the disclosures of
COls submitted as a matter of routine;

Disqualify themselves and request that the review be done by their
supervisors if they have a conflict of interests in reviewing disclosed
information.

ii.  COl Management

Upon review of the disclosures of their employees, first-line supervisors shall
meet with the employee individually and, as appropriate, discuss how potential or
actual conflicts will be managed, reduced, or eliminated and recommend and
initiate actions to do so, or they may refer the matter to the next higher
administrative level.

Examples of appropriate actions to resolve COls include:

a.

Public disclosure of SFIs in abstracts, publications, presentations, press
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c. Responsibilities of the Provost and the Vice President for Research

i. Both the Provost and the Vice President for Research receive the management
plans that address reported outside interests and the Annual Data Summary
Reports from the deans.

ii. Both the Provost and the Vice President for Research have the discretionary
authority to review plans to prevent or manage COls and to approve sanctions for
non-compliance.
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ii.  Exceptions

Requests for exceptions to a management plan not related to PI exclusion (e.g., to
add/remove elements to/from the plan) shall be communicated to the Office of
Research.

The request will then be forwarded to the COIC for deliberation. The results of
these deliberations will be reported to the Provost, Vice President for Research
and the investigator with the SFI within two weeks of receiving the request and to
the COIC at its next meeting.

If an exception is granted allowing a conflicted investigator to be PI, the
management plan must include at least these additional elements:

a. A Data Stewardship Committee (referred to below as the Committee) must be
formed, appointed by the PI's immediate academic supervigdrs
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Vi.

f.

The informed consent document shall include a disclosure of the
existence of the PI's financial interest, in a form approved by the IRB.

The PI will not be involved in subjective assessments of eligibility criteria
and intervention outcomes.

There shall be an independent and conflict-free Data and Safety
Monitoring Board for any study considered by the IRB to involve more
than minimal risk. This Board shall function under general guidelines from
the Office of Research.

In the unlikely event that the IRB is not in agreement with the proposed
COl management plan and an agreement cannot be reached following the
above procedures, the decision to grant approval of the protocol remains
with the IRB.

The following additional provisions shall apply in the case of research using
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b. Individuals involved in research activities must submit their financial
disclosures at least annually, and as relationships change, to their department
chairs or deans and the Vice President for Research.

c. The individual’s research conflict, potential or actual, must be disclosed in
abstracts, publications, presentations, press releases, and applications or
proposals for research funding when the described research involves matters
that may be of interest to the licensed start-up company.

d. Individuals involved in research activities must sign a Licensed Start-up
Company Policy Compliance Statement that certifies that they understand
applicable policies and agree to cooperate in their implementation.

ii.  Equity
a. Institutional Equity

The University or ODURF may, in some circumstances, take stock in licensed
start-up companies that do not have the financial resources to make full
license payments in cash. In such cases licensed start-up companies should
normally be required to pay for out-of-pocket patenting and related
expenses. Equity shall not be held in sufficient amounts to confer
management power, which generally would limit ownership to ho more than
49% of closely held voting stock or 20% of publically held voting stock. Review
and approval of stock acquisitions shall be provided by the COIC as to COI
matters.

The Office of Research determines the amount and form of equity to accept,
subject to the approval of the ODURF Board and the Vice President for
Research, as noted above. The ODURF Board merely holds the shares, once
taken, and ensures that legal restrictions on transfer are observed up to and
including the date when the shares are sold. When it receives equity security
in exchange for intellectual property of the University, it is the policy of the
ODURF Board to liquidate that security as soon as it is legally tradable and in a
manner that allows for an orderly sale, consistent with market
conditions. This policy holds regardless of the research activity that may be
occurring at the University or elsewhere. By selling equity securities as soon
as legal restrictions on transfer are lifted and market conditions permit, the
ODURF Board makes no judgment whether to hold or sell an equity position in
a company and is not influenced by other potential financial interests of the
University or faculty who may be shareholders in the company.

Decisions on acquisition of company stocks for the University’s endowment
are made by a third party investment manager having no connection with
research administration or oversight.
b. Individually Held Equity
With the prior approval of the COIC, equity may be issued to inventors whose

technology is being licensed and to other faculty, staff, and students,
provided that a 49%
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immediate family members
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d. In the case of Small Business Innovation Research (SBIR) or Small Business
Technology Transfer Program STTR grants not involving research regulated by
the IRB or IACUC, the Investigator with the outside interest may be the PI;

e. Participation as a researcher in a company’s SBIR or STTR program is limited
to the sub-contract to the University or to the portion of the award made
directly to the University;

f. Individuals involved in research activities who participate in company
research, whether at University or company facilities, do so under SRAs
negotiated by the Office of Research and not through consultancies;

g. Prior approval is obtained from the department chair or dean on the use of
graduate and undergraduate students on such research;

h. The study’s budget includes application of the University’s full indirect cost
rate and all costs associated with the research study are borne by the
company.

Any exception to the PI exclusion rule or request for an exception must be
approved by the Vice President for Research upon the recommendation of the
COIC; in case an exception is granted, the management plan indicated in section
IV.B. applies.

vii.  Licensing of University Technology

a. The Office of Research undertakes broad marketing and utilizes a common
format for optioning or licensing a specified technology to either a licensed
start-up company or an existing company. A comprehensive grant of future
rights to all technologies from a research laboratory will not be allowed.

viii.  Product Liability
a. In order to control the risk of product liability, a disclaimer of warranties to
the licensed start-up company, along with comprehensive insurance, is

required. Automatic indemnification of the University by the licensed start-up
company also is required.
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ii. Initial Review

The initial review will consider the proposed relationships among individuals
involved in research activities, administrative and other University personnel, the
licensed start-up company, and the University. The COIC may accept the
proposed relationship with or without stated conditions, request additional
information, or reject the proposed relationship.

Other forms required for an initial submission
a. Licensed Start-up Company Policy Compliance Statement

b. Approval of a Licensed Start-up Company by Chair/Dean
c. Notification to Students/Staff of Financial Interest in a Company (if applicable)

iii. Subsequent Review

Review will be required annually, upon the occurrence of changes in any elements
of the initial submission, and upon the occurrence of specified triggering
events. Changes in relationships with the University or with the licensed start-up
company also will be reviewed.

iv. Conflict of Interests Committee (COIC)
To promote awareness and understanding of COI issues and their importance to

the University’s mission and research integrity, the COIC and the Office of
Research
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