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PART 94—RESPONSIBLE
PROSPECTIVE CONTRACTORS

Sec.
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94.6 Remedies.

AUTHORITY: 42 U.S.C. 216, 289b–1, 299c–3.

SOURCE: 60 FR 35817, July 11, 1995, unless
otherwise noted.

§ 94.1 Purpose.
This part promotes objectivity in re-

search by establishing standards to en-
sure there is no reasonable expectation
that the design, conduct, or reporting
of research to be performed under PHS
contracts will be biased by any con-
flicting financial interest of an Inves-
tigator.

§ 94.2 Applicability.
This part is applicable to each Insti-

tution that seeks PHS funding for re-
search and, through the implementa-
tion of this part, to each Investigator
who participates in such research (see
§ 94.4(a)); provided that this part does
not apply to SBIR Program Phase I ap-
plications.

§ 94.3 Definitions.
As used in this part:
Contractor means an entity that pro-

vides property or services for the direct
benefit or use of the Federal Govern-
ment.

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 public or pri-
vate entity or organization (excluding
a Federal agency)

(1) That submits a proposal for a re-
search contract whether in response to
a solicitation from the PHS or other-
wise, or

(2) That assumes the legal obligation
to carry out the research required
under the contract.

Investigator means the principal in-
vestigator and any other person who is
responsible for the design, conduct, or

reporting of a research project funded
by PHS, or proposed for such funding.
For purposes of the requirements of
this part relating to financial inter-
ests, ‘‘Investigator’’ includes the Inves-
tigator’s spouse and dependent chil-
dren.

PHS means the Public Health Serv-
ice, an operating division of the U.S.
Department of Health and Human
Services, and any components of the
PHS to which the authority involved
may be delegated.

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

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

Research means a systematic inves-
tigation designed to develop or contrib-
ute to generalizable knowledge relat-
ing broadly to public health, including
behavioral and social-sciences re-
search. The term encompasses basic
and applied research and product devel-
opment. As used in this part, the term
includes any such activity for which
funding is available from a PHS Award-
ing Component, whether authorized
under the PHS Act or other statutory
authority.

Significant Financial Interest means
anything of monetary value, including
but not limited to, salary or other pay-
ments for services (e.g., consulting fees
or honoraria); equity interests (e.g.,
stocks, stock options or other owner-
ship interests); and intellectual prop-
erty rights (e.g., patents copyrights
and royalties from such rights). The
term does not include:

(1) Salary, royalties, or other remu-
neration from the applicant institu-
tion;

(2) Any ownership interests in the in-
stitution, if the institution is an appli-
cant under the SBIR program;

(3) Income from seminars, lectures,
or teaching engagements sponsored by
public or nonprofit entities;

(4) Income from service on advisory
committees or review panels for public
or nonprofit entities;

(5) An equity interest that when ag-
gregated for the Investigator and the
Investigator’s spouse and dependent
children, meets both of the following
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tests: Does not exceed $10,000 in value
as determined through reference to
public prices or other reasonable meas-
ures of fair market value, and does not
represent more than a five percent
ownership interest in any single entity;
or

(6) Salary, royalties or other pay-
ments that when aggregated for the in-
vestigator and the investigator’s
spouse and dependent children over the
next twelve months, are not reasonably
expected to exceed $10,000.

Small Business Innovation Research
(SBIR) Program means the extramural
research program for small business
that is established by the awarding
components of the Public Health Serv-
ice and certain other Federal agencies
under Public Law 97–219, the Small
Business Innovation Development Act,
as amended. For purposes of this part,
the term SBIR Program includes the
Small Business Technology Transfer
(STTR) Program, which was estab-
lished by Public Law 102–564.

§ 94.4 Institutional responsibility re-
garding conflicting interests of in-
vestigators.

Each Institution must:
(a) Maintain an appropriate written,

enforced policy on conflict of interest
that complies with this part and in-
form each Investigator of that policy,
the Investigator’s reporting respon-
sibilities, and of these regulations. If
the Institution carries out the PHS-
funded research through subcontrac-
tors, or collaborators, the Institution
must take reasonable steps to ensure
that Investigators working for such en-
tities comply with this part, either by
requiring those Investigators to com-
ply with the Institution’s policy or by
requiring the entities to provide assur-
ances to the Institution that will en-
able the Institution to comply with
this part.

(b) Designate an institutional offi-
cial(s) to solicit and review financial
disclosure statements from each Inves-
tigator who is planning to participate
in PHS-funded research.

(c)(1) Require that by the time an ap-
plication is submitted to PHS, each In-
vestigator who is planning to partici-
pate in the PHS-funded research has
submitted to the designated official(s)

a listing of his/her known Significant
Financial Interests (and those of his/
her spouse and dependent children):

(i) that would reasonably appear to
be affected by the research for which
PHS funding is sought; and

(ii) in entities whose financial inter-
ests would reasonably appear to be af-
fected by the research.

(2) All financial disclosures must be
updated during the period of the award,
either on an annual basis or as new re-
portable Significant Financial Inter-
ests are obtained.

(d) Provide guidelines consistent
with this part for the designated offi-
cial(s) to identify conflicting interests
and take such actions as necessary to
ensure that such conflicting interests
will be managed, reduced, or elimi-
nated.

(e) Maintain records of all financial
disclosures and all actions taken by
the Institution with respect to each
conflicting interest for three years
after final payment or, where applica-
ble, for the other time periods specified
in 48 CFR part 4, subpart 4.7.

(f) Establish adequate enforcement
mechanisms and provide for sanctions
where appropriate.

(g) Certify, in each contract proposal,
that:

(1) there is in effect at that Institu-
tion a written and enforced administra-
tive process to identify and manage, re-
duce or eliminate conflicting interests
with respect to all research projects for
which funding is sought from the PHS;

(2) prior to the Institution’s expendi-
ture of any funds under the award, the
Institution will report to the PHS
Awarding Component the existence of
any conflicting interest (but not the
nature of the interest or other details)
found by the Institution and assure
that the interest has been managed, re-
duced or eliminated in accordance with
this part; and, for any interest that the
Institution identifies as conflicting
subsequent to the Institution’s initial
report under the award, the report will
be made and the conflicting interest
managed, reduced, or eliminated, at
least on an interim basis, within sixty
days of that identification.

(3) the Institution agrees to make in-
formation available, upon request, to
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the HHS regarding all conflicting in-
terests identified by the Institution
and how those interests have been
managed, reduced, or eliminated to
protect the research from bias; and

(4) the Institution will otherwise
comply with this part.

[60 FR 35817, July 11, 1995; 60 FR 39076, July
31, 1995]

§ 94.5 Management of conflicting inter-
ests.

(a) The designated official(s) must:
Review all financial disclosures; and
determine whether a conflict of inter-
est exists, and is so, what actions
should be taken by the institution to
manage, reduce, or eliminate such con-
flict of interest. A conflict of interest
exists when the designated official(s)
reasonably determines that a Signifi-
cant Financial Interest could directly
and significantly affect the design,
conduct, or reporting of the PHS-fund-
ed research. Examples of conditions or
restrictions that might be imposed to
manage conflicts of interest include,
but are not limited to:

(1) Public disclosure of significant fi-
nancial interests;

(2) Monitoring of the research by
independent reviewers;

(3) Modification of the research plan;
(4) Disqualification from participa-

tion in all or a portion of the research
funded by the PHS;

(5) Divestiture of significant finan-
cial interests, or;

(6) Severance of relationships that
create actual or potential conflicts.

(b) In addition to the types of con-
flicting financial interests described in
this paragraph that must be managed,
reduced, or eliminated, an Institution
may require the management of other
conflicting financial interests, as the
Institution deems appropriate.

[60 FR 35817, July 11, 1995; 60 FR 39077, July
31, 1995]

§ 94.6 Remedies.
(a) If the failure of an Investigator to

comply with the conflict of interest
policy of the Institution has biased the
design, conduct, or reporting of the
PHS-funded research, the Institution
must promptly notify the PHS Award-
ing Component of the corrective action

taken or to be taken. The PHS Award-
ing Component will consider the situa-
tion and, as necessary, take appro-
priate action or refer the matter to the
institution for further action, which
may include directions to the Institu-
tion on how to maintain appropriate
objectivity in the funded project.

(b) The HHS may at any time inquire
into the Institutional procedures and
actions regarding conflicting financial
interests in PHS-funded research, in-
cluding a review of all records perti-
nent to compliance with this part. HHS
may require submission of the records
or review them on site. To the extent
permitted by law HHS will maintain
the confidentiality of all records of fi-
nancial interests. On the basis of its re-
view of records and/or other informa-
tion that may be available, the PHS
Awarding Component may decide that
a particular conflict of interest will
bias the objectivity of the PHS-funded
research to such an extent that further
corrective action is needed or that the
Institution has not managed, reduced,
or eliminated the conflict of interest in
accordance with this part. The issu-
ance of a Stop Work Order by the Con-
tracting Officer may be necessary until
the matter is resolved.

(c) In any case in which the HHS de-
termines that a PHS-funded project of
clinical research whose purpose is to
evaluate the safety or effectiveness of
a drug, medical device, or treatment
has been designed, conducted, or re-
ported by an Investigator with a con-
flicting interest that was not disclosed
or managed as required by this part,
the Institution must require disclosure
of the conflicting interest in each pub-
lic presentation of the results of the re-
search.

[60 FR 35817, July 11, 1995; 60 FR 39077, July
31, 1995]

PART 95—GENERAL ADMINISTRA-
TION—GRANT PROGRAMS (PUB-
LIC ASSISTANCE AND MEDICAL
ASSISTANCE)

Subpart A—Time Limits for States To File
Claims

Sec.
95.1 Scope.
95.4 Definitions.
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