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(A) Policy statement

The United States government requires that entities receiving federal funding maintain a written
policy on financial conflict of interest that is consistent with current regulations. The university
of Toledo seeks to ensure that the objectivity and integrity of the investigator, the university, and
academic research, training, or other activities are not compromised or perceived to be
compromised by matters of financial benefit or personal gain.

Purpose of policy

The purpose of this policy is to ensure that the design, conduct, and reporting of sponsored
activities are free from bias or potential conflicts of interest resulting from an investigator’s
financial interests, and to ensure compliance with applicable federal regulations, sponsor
requirements, and university policies. Federal financial conflict of interest (FCOI) regulations have
specific requirements for FCOI training, disclosure, review, reporting, and management. These
regulations include but are not limited to 2 C.F.R 200 (uniform administrative requirements, cost
principles, and audit requirements for federal awards), 42 C.F.R 50 Subpart F (Promoting
Objectivity in Research), National Science Foundation “proposal and award policies and
procedures guide,” chapter IX, section a: “conflict of interest policies,” and the CHIPS and science
act of 2022, subtitle D — research security.
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Scope

This policy applies to all university faculty, staff, and students (including post-doctoral fellows
and scholars) regardless of title or position, involved in the design, conduct, or reporting of
sponsored activities.

The scope of this policy does not include provisions of Ohio ethics law as applied to university of
Toledo employees in their roles as public employees (see policy 3364-25-50). University policy
3364-70-05 addresses conflict of interest requirements for study personnel of human subjects
research and applies to both funded and unfunded studies. University policy 3364-25-18
addresses potential conflicts of interest and nepotism in hiring and supervision.

Definitions

(1) Sponsored activity means research, training, service, clinical trial, and instructional
activity involving funds, materials, or other compensation from external funding sources
and established by grant, contract, cooperative agreement, or other funding mechanism.

(2) Investigator means the project director, principal investigator, co-principal investigators,
and other persons who are responsible for the design, conduct, or reporting of sponsored
activities on behalf of the university, or as designated by the federal sponsor. Persons
who do not make independent decisions regarding the design, conduct, or reporting of
the sponsored activity, and only work on or are engaged in the activity do not generally
meet the definition of an investigator.

(3) Family member means immediate family, including the investigator’s spouse or domestic
partner, and dependent children or step-children.

4) Financial interest means any interest of monetary value that belongs to an investigator or
his/her family member.

(5) Institutional responsibilities means an investigator’s professional responsibilities on
behalf of the university, which may include but are not limited to: research, research
consultation, teaching, professional practice, and service on panels including institutional
review boards, or safety monitoring boards.

(6) External financial interest (EFI) means any foreign or domestic external financial interest
of the investigator or family member that reasonably appears to be related to the
investigator’s institutional responsibilities.

(7) Public health service (PHS) agencies include agencies such as the national institutes of
health (NIH), the food and drug administration (FDA), the centers for disease control
(CDC), the substance abuse and mental health services administration (SAMHSA) and
other agencies that require adherence to PHS policies and regulations.

(8) Significant financial interest (SFI) means any EFI of the investigator or family member that
meets certain criteria determined by the sponsor, as follows:
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(@) For PHS funded research activities or those where sponsors stipulate adherence
to PHS requirements, SFlis defined within 42 C.F.R. 50.603 or subsequent revision.

(b) For all other sponsored activities, SFI is defined as in chapter IX — grantee
st
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(3) Investigators who have not properly disclosed their EFI and funds from foreign financial
interests or whose disclosures have expired may be prohibited from engaging in
sponsored activities until a current disclosure has been submitted and reviewed.

4) Financial conflict of interest training

Investigators participating on any PHS sponsored research must complete FCOI training:

At least every four years;

When the university substantially revises the FCOI policy in a manner that affects
the requirements for investigators;

When the investigator is new to the university; or

When an investigator is found to be out of compliance with this FCOI policy or a
current FCOl management plan.

(F) Determinations

(1) The COI committee, or administrative staff on behalf of the committee, will:

(a)

(b)
©)

(e)

Review new and updated EFIs and other disclosures.

() The reviewer(s) may require investigators to provide additional
information regarding the nature of the disclosures.

Determine whether an SFl is related to a particular sponsored activity on a case-

by-case basis.

Determine if participation in a talent program is prohibited by federal regulations

or sponsor policies.

If a prohibited participation in a talent program by an investigator on a sponsored
research award is determined, the investigator must either terminate
participation in the talent program or be removed from the award.

When an FCOI is identified, develop a management plan for implementation to
eliminate, mitigate, or manage the conflict.

Management plans will be provided to each investigator with an FCOI, the
sponsored activity principal investigator, the investigator’s department chair or
unit supervisor, and other individuals or departments, such as grants accounting,
as needed to ensure compliance with the management plan through the
completion of the sponsored activity.

As required by PHS rules, the 10 or his/her designee, shall report FCOIs to the
federal
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(G)  Appeal

An individual may appeal a COl committee decision in writing to the 10 within thirty days of the
date of the committee’s notification of that decision. The 10 will respond within fourteen days of

receipt of a written appeal, either affirming or reversing the decision and notify the relevant
committee and investigator of his/her decision.

(H) Record retention and confidentiality
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