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Conflict of Interest

What is it?
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Conflict of Interest

Definitions

> Research Conflict of Interest —

« a potential or actual research COI exists when commitments and obligations
to the successful conduct of a research project are likely to be compromised,
or perceived to be compromised, by a person’s outside interests or
commitments, especially financial.

* may create an undue risk that an individual’s judgement or actions regarding
a primary interest of the University may be inappropriately influence by a
secondary Financial Interest.

»Conflict of Commitment or “COC” in research may arise in situations
when time allocation creates a risk of divided loyalty between the
University and an outside entity.
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Conflict of Interest

Definitions

» Significant Financial Interest (“SFI”) - the receipt by an Investigator or an ,
Investigator’'s Immediate Family Member of anything of monéetary value, including
e

but not limited 1o ’rhe.fol.lowin%
the Investigator’s Institutional

L]

provided they appear to be reasonably related to
sponsibilities:

Non-publicly traded entity: if the value of any remuneration received from any foreign or domestic, non-publicly-traded entity
over a 12-month period, when aggregated, exceeds $5,000, or when the Investigator or the Investigator’s Immediate Family
Members hold any equity interest.

Publicly traded entity: Any equity interest, incIudinF stock options in any foreign or domestic publicly-traded entity held by an
Investigator and the Investigator’s immediate family members, that, when aggregated, exceeds 5% ownership interest in any
single entity or a current value of $5,000, as determined through reference to public prices, recent financing events, or other
reasonable measures of fair market value;

Salary, consultinﬁ fees, honoraria, royalties, and other payments received directly from a single outside entity that, when
aggregated for the Investigator and the Investigator’s Immediate Family Members, exceeds $5,000 over a 12-month period;

Any income received from rights in Intellectual Property (e.g., patents, copyrights), as measured over a 12-month basis;
Any sponsored or reimbursed travel related to Institutional Responsibilities, regardless of dollar amount;

Any venture or other capital financing.



Conflict of Interest

Definitions
»>The term SFl does not include:

 Salary or supplementary payments from the University or its affiliates;.

* Income from seminars, lectures, or non-promotional engagements sponsored by
governmental or non-profit entities;

* Income from service on advisory committees or review panels for governmental or non-
profit entities;

* Royalties, milestone payments, licensing fees, or other remuneration paid by the
University, or its affiliates to the Investigator if the Investigator is currently employed or
otherwise appointed by the University or the Old Dominion University Research
Foundation.
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Conflict of Interest

Policies
»>Policy #5201 Research Conflict of Interest

https://ww1.odu.edu/about/policiesandprocedures/university/5000/5201

« Current version effective: October 1, 2020, is currently under review.
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Conflict of Interest
actual .. perceived

How is it
addressed?

Training Disclosure

Management
or Mitigation



Conflict of Interest

Who Cares?

Old Dominion University
ODU Research Foundation

“The purpose of this policy is to outline Old Dominion University's approach to
identifying, reporting, evaluating, managing, and resolving actual and
potenftial research conflicts of intferests and commitment to ensure the integrity
of the University’s scholarship, research, sponsored programs, evaluation, and
administration is not threatened.”

“Disclosure by Investigators of financial, personal, or professional relationships
that raise a potential COI/COC or its percepftion is at the heart of the
University’s COI/COC policy and is a prerequisite for determining whether a
conflict, once recognized, can be managed or reduced or, in some cases,

(("’ellmlna’red — ODU Research Conflict of Interest and Commitment Policy (draft version)
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Conflict of Interest

Who Cares?

Public Health Service

‘....Promoting Objectivity in Research (FCOI regulation), establishes standards that
provide a reasonable expectation that the design, conduct, or reporting of NIH-
funded research (grants and cooperative agreements) will be free from bias
resulting from any Investigator's conflicting financial interest.” — PHS Regulations
(AUQUST 201 ]) https://grants.nih.gov/grants/policy/coi/index.htm

Depariment of Energy

. establishes standards that provide a reasonable expectation that the design,
conduc’r and reporting of projects wholly or in part funded under Department of
Energy (DOE) financial assistance awards (e.g., a grant, cooperative agreement, or
fechnology investment agreement) will be free from bias resulting from financial
conflicts of interest or organizational conflicts of interest. - DOE Regulations

(December 2021) https://www.energy.gov/management/department-energy-interim-conflict-interest-policy-
requirements-financial-assistance




Conflict of Interest

Who Else Cares?

National Science Foundation

“NSF requires each grantee organization employing more than fifty persons to
maintain an appropriate written and enforced policy on conflict of interest and
that all conflicts of interest for each award be managed, reduced or eliminated
prior to the expenditure of the award funds. If the organization carries out
agency-funded research through subrecipients or collaborators, the
organization must take reasonable steps ...

...must ensure that investigators have provided all required financial disclosures
at the time the proposal is submitted to NSF. It must also require that those
financial disclosures are updated during the period of the award, either on an
annual basis, or as new reportable significant financial interests are obtained.”
— NSF Regulations (June 2020)

‘0’ https://www.nsf.gov/pubs/policydocs/pappg20_1/pappg_9.jsp DiSCIOSUI'e & quqge
(_’ or Mitigate



Conflict of Interest

Who Must Disclose and Take
the Training?

» Investigators » Principal Investigator (Pl), Co-Principal Investigators (Co-Pls),
and any other Key Personnel, regardless of title or position, who is responsible
for the design, conduct, or reporting of research or sponsored project
activities conducted under the auspices of the University/ODU Research
Foundation, which may include collaborators or consultants.

« Pl has ultimate responsibility for the conduct of a research project.

« Co-Plis also obligated to ensure the project is conducted in compliance with applicable
laws and regulations and institutional policy governing the conduct of sponsored research.

« The Pl determines who is an Investigator on a project.

o What is “design, conduct, or reporting of research?”
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Conflict of Interest

What is “design, conduct, or reporting of research?”

> Research design is the creation of the plan, the strategy, the methodology, the procedures, and the
structure of conducting a research study. Anyone involved in creating, developing, or substantively
contributing fo those aspects of scientific research is subject to the requlations. Similarly, persons who
materially influence the research questions pursued are subject to the regulations.

» Conduct of research pertains to the direction, execution, or management of the study plan. It includes
all aspects of carrying out a study, including subject recruitment, s€lection, enrollment, or retention;
data or specimen collection, anadlysis or intérpretation; maintenance of regulatory binders and other
study documents; data and safety monitoring, study drug or device accountability, and management
of study-related records.

> Reporting of research includes the reporting and attribution of adverse events; the presenting of
data/results; submitting information to the IRB (e.g., continuing review); completion of case report
forms; and contributing to the presentation or publication of the research.

> Itis impgssible to detail every component of what constitutes design, conduct, or reporting of
research.

*  Some interpretation by Pls will be needed.

e +  ODU expects all personnel to make a good faith effort to meet the spirit of the COI fraining and disclosure requirements
(‘ ” and to seek guidance from the Office of the Research AVP for Compliance, as needed.
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What is “design, conduct, or reporting of research?”
(Cont.)

> Tips:
» Key Personnel are always considered Investigators by virtue of the definition of Key
Personnel.

» Key Personnel are not administrative personnel or individuals who perform routine, pre-
defined, or incidental tasks related to the project.

» Being paid off of a grant or contract does not necessarily make one a Key Personnel.
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Conflict of Interest

How To Train & How Often

»ODU Research Portal —= My COl

> Initial COI Disclosure requires your acknowledgment that you reviewed the
Training documentation provided before transitioning into your disclosures.

» Every four (4) years training is required to be acknowledged, or more if
otherwise directed.
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How to Disclose & How Often

» Disclose annually in ODU Research Portal —= My COI and within 30 days of
discovering or acquiring a new SFI.
» Disclosure Window: January — end of February of each year*
» Your disclosure covers the prior 12 monthes.

» Continue to update your disclosure through the year to add, remove, or
modify external interests.
» Throughout the year,
» At time of proposal,
» At time of award.

* COI Disclosure Window may be extended during new system implementation year.
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Travel Disclosures

» Investigators participating in PHS or DOE-funded research are required to
report on their annual COI Disclosure the occurrence of any Reportable
Travel.

»Travel that is paid for, sponsored, reimbursed, or otherwise funded by outside
activities may become a conflict.

» Any reimbursed or sponsored travel must be disclosed by Investigators.

» Professional societies, foreign institutions of higher education, for-profit entities and non-profit
entities are a few examples of outside entities that require disclosures.

» Otherwise, travel paid for by the University, federal, state, or local government agencies, US
higher education institutions, US academic teaching hospitals, US medical centers or
research institutes affiliated with a US institution of higher education, generally do not need
to be disclosed.
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Conflict of Interest

Annual Disclosure Cycle

V November 1: Received $6,000 consulting fee from

RemWwell, LLC

Do disclose remuneration; exceeds 5,000 disclosure
threshold (disclose by 12/1).

August 1: Received an henorarium from VCU for a talk.

Do not disclose; VCU is a U.S. institution of higher
education; one-time henoraria are exempt from
disclosure.

Annual Disclosure in February (Due by February 28t)

If you have no new SFls through the year, the
Annual Disclosure COI Carry-Over process will
satisfy your annual requirement.

Annual Disclosure Window

— —— i
\\.February 2gt

lanuary 1st (/

April 5 disclosut®

VApril 5: Incorporate start-up company;

Role = founder / owner; Value = S0

Do disclose new equity/ownership (disclose by 5/5)

June 5: Received 53,500 speakers fee and $1,000 in

reimbursed travel from Justgotta Pharmaceuticals, a
private industry sponsor.

Do not disclose COI; does not meet 55,000 threshold.
However: If you have any open PHS- or DOE-funded®
Research, you MUST submit a separate Travel Disclosure,

regardless of the travel amount sponsored/reimbursed.

* DOE = Department of Energy
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Disclosure Review Cycle

Disclosure
0 —
o—
-
Project A
Declaration 0ODU Office of Research
- B — AVP for Compliance )
— No Conflict Identified — No Conflict
Project B
Beclaratlon 0ODU Office of Research .
. COl Committee
B AVP for Compliance No Conflict — )
- Additional review S No Conflict
required
Project C P
Declaration A Ml St
. ODU Office of.Research COI Committee COl Management
- B i AVP for Compliance €Ol Identified Plan Developed
} Additional review
required
€Ol Committee - Conflict
) Managed )
ODU Research ODU Research
Foundation Foundation
COl reported to Applies
(] sponsors, as

requirements,

needed. as needed
To public upon

written request
|



Conflict of Interest

Consequences

» False Claims Act (31 US.C. 3729 et seq.)

> Researchers who make false certfifications because of failure to disclose
COl’s are subject to liability.

» University/ODU Research Foundation who make false certifications
because of failure to be in compliance and enforcement of policy and
procedures.

> University is subject to liability for failure to disclose known conflicts
(See, e.g. Gelsinger v U Penn).

» Loss of funding.
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Questions about COI?
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