AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

Department of Health and Human Services §94.3

94.5 Management and reporting of financial
conflicts of interest.
94.6 Remedies.

AUTHORITY: 42 U.S.C. 216, 289b-1, 299c—4.

SOURCE: 76 FR 53288, Aug. 25, 2011, unless
otherwise noted.

§94.1 Purpose.

This part promotes objectivity in re-
search by establishing standards that
provide a reasonable expectation that
the design, conduct, and reporting of
research performed under PHS con-
tracts will be free from bias resulting
from Investigator financial conflicts of
interest.

§94.2 Applicability.

This part is applicable to each Insti-
tution that submits a proposal, or that
receives, Public Health Service (PHS)
research funding by means of a con-
tract and, through the implementation
of this part by the Institution, to each
Investigator who is planning to partici-
pate in, or is participating in such re-
search; provided, however, that this
part does not apply to SBIR Program
Phase I applications.

§94.3 Definitions.

As used in this part:

Contractor means an entity that pro-
vides property or services under con-
tract for the direct benefit or use of the
Federal Government.

Disclosure of significant financial inter-
ests means an Investigator’s disclosure
of significant financial interests to an
Institution.

Financial conflict of interest (FCOI)
means a significant financial interest
that could directly and significantly
affect the design, conduct, or reporting
of PHS-funded research.

FCOI report means an Institution’s
report of a financial conflict of interest
to a PHS Awarding Component.

Financial interest means anything of
monetary value, whether or not the
value is readily ascertainable.

HHS means the United States De-
partment of Health and Human Serv-
ices, and any components of the De-
partment to which the authority in-
volved may be delegated.

Institution means any domestic or
foreign, public or private, entity or or-
ganization (excluding a Federal agen-

cy) that submits a proposal, or that re-
ceives, PHS research funding.

Institutional responsibilities means an
Investigator’s professional responsibil-
ities on behalf of the Institution, and
as defined by the Institution in its pol-
icy on financial conflicts of interest,
which may include for example: activi-
ties such as research, research con-
sultation, teaching, professional prac-
tice, institutional committee member-
ships, and service on panels such as In-
stitutional Review Boards or Data and
Safety Monitoring Boards.

Investigator means the project direc-
tor or principal Investigator and any
other person, regardless of title or posi-
tion, who is responsible for the design,
conduct, or reporting of research fund-
ed by the PHS, or proposed for such
funding, which may include, for exam-
ple, collaborators or consultants.

Key personnel includes the PD/PI and
any other personnel considered to be
essential to work performance in ac-
cordance with HHSAR subpart 352.242—
70 and identified as key personnel in
the contract proposal and contract.

Manage means taking action to ad-
dress a financial conflict of interest,
which can include reducing or elimi-
nating the financial conflict of inter-
est, to ensure, to the extent possible,
that the design, conduct, and reporting
of research will be free from bias.

PD/PI means a project director or
principal Investigator of a PHS-funded
research project; the PD/PI is included
in the definitions of key personnel and
Investigator under this part.

PHS means the Public Health Service
of the U.S. Department of Health and
Human Services, and any components
of the PHS to which the authority in-
volved may be delegated, including the
National Institutes of Health (NIH).

PHS Awarding Component means the
organizational unit of the PHS that
funds the research that is subject to
this part.

Public Health Service Act or PHS Act
means the statute codified at 42 U.S.C.
201 et seq.

Research means a systematic inves-
tigation, study or experiment designed
to develop or contribute to generaliz-
able knowledge relating broadly to
public health, including behavioral and
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