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Small Business Innovation Research
(SBIR) Program means the extramural
research program for small businesses
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 also includes
the Small Business Technology Trans-
fer (STTR) Program, which was estab-
lished by Public Law 102-564.

§94.4 Responsibilities of Institutions
regarding Investigator financial
conflicts of interest.

Each Institution shall:

(a) Maintain an up-to-date, written,
enforced policy on financial conflicts of
interest that complies with this part,
and make such policy available via a
publicly accessible Web site. If the In-
stitution does not have any current
presence on a publicly accessible Web
site (and only in those cases), the Insti-
tution shall make its written policy
available to any requestor within five
business days of a request. If, however,
the Institution acquires a presence on
a publicly accessible Web site during
the time of the PHS award, the re-
quirement to post the information on
that Web site will apply within 30 cal-
endar days. If an Institution maintains
a policy on financial conflicts of inter-
est that includes standards that are
more stringent than this part (e.g.,
that require a more extensive disclo-
sure of financial interests), the Institu-
tion shall adhere to its policy and shall
provide FCOI reports regarding identi-
fied financial conflicts of interest to
the PHS Awarding Component in ac-
cordance with the Institution’s own
standards and within the timeframe
prescribed by this part.

(b) Inform each Investigator of the
Institution’s policy on financial con-
flicts of interest, the Investigator’s re-
sponsibilities regarding disclosure of
significant financial interests, and of
these regulations, and require each In-
vestigator to complete training regard-
ing the same prior to engaging in re-
search related to any PHS-funded con-
tract and at least every four years, and
immediately when any of the following
circumstances apply:

(1) The Institution revises its finan-
cial conflict of interest policies or pro-
cedures in any manner that affects the
requirements of Investigators;

(2) An Investigator is new to an Insti-
tution; or

(3) An Institution finds that an Inves-
tigator is not in compliance with the
Institution’s financial conflict of inter-
est policy or management plan.

(c) If the Institution carries out the
PHS-funded research through a sub-
recipient (e.g., subcontractors, or con-
sortium members), the Institution
(awardee Institution) must take rea-
sonable steps to ensure that any sub-
recipient Investigator complies with
this part by

(1) Incorporating as part of a written
agreement with the subrecipient terms
that establish whether the financial
conflicts of interest policy of the
awardee Institution or that of the sub-
recipient will apply to the subrecipi-
ent’s Investigators.

(i) If the subrecipient’s Investigators
must comply with the subrecipient’s fi-
nancial conflicts of interest policy, the
subrecipient shall certify as part of the
agreement referenced above that its
policy complies with this part. If the
subrecipient cannot provide such cer-
tification, the agreement shall state
that subrecipient Investigators are
subject to the financial conflicts of in-
terest policy of the awardee Institution
for disclosing significant financial in-
terests that are directly related to the
subrecipient’s work for the awardee In-
stitution;

(ii) Additionally, if the subrecipient’s
Investigators must comply with the
subrecipient’s financial conflicts of in-
terest policy, the agreement referenced
above shall specify time period(s) for
the subrecipient to report all identified
financial conflicts of interest to the
awardee Institution. Such time pe-
riod(s) shall be sufficient to enable the
awardee Institution to provide timely
FCOI reports, as necessary, to the PHS
as required by this part;

(iii) Alternatively, if the subrecipi-
ent’s Investigators must comply with
the awardee Institution’s financial con-
flicts of interest policy, the agreement
referenced above shall specify time pe-
riod(s) for the subrecipient to submit

471



§94.4

all Investigator disclosures of signifi-
cant financial interests to the awardee
Institution. Such time period(s) shall
be sufficient to enable the awardee In-
stitution to comply timely with its re-
view, management, and reporting obli-
gations under this part.

(2) Providing FCOI reports to the
PHS Awarding Component regarding
all financial conflicts of interest of all
subrecipient Investigators consistent
with this part, i.e., prior to the expend-
iture of funds and within 60 days of any
subsequently identified FCOL.

(d) Designate an institutional offi-
cial(s) to solicit and review disclosures
of significant financial interests from
each Investigator who is planning to
participate in, or is participating in,
the PHS-funded research.

(e)(1) Require that each Investigator
who is planning to participate in the
PHS-funded research disclose to the In-
stitution’s designated official(s) the In-
vestigator’s significant financial inter-
ests (and those of the Investigator’s
spouse and dependent children) no later
than date of submission of the Institu-
tion’s proposal for PHS-funded re-
search.

(2) Require each Investigator who is
participating in the PHS-funded re-
search to submit an updated disclosure
of significant financial interests at
least annually, in accordance with the
specific time period prescribed by the
Institution, during the period of the
award. Such disclosure shall include
any information that was not disclosed
initially to the Institution pursuant to
paragraph (e)(1) of this section, or in a
subsequent disclosure of significant fi-
nancial interests (e.g., any financial
conflict of interest identified on a
PHS-funded project that was trans-
ferred from another Institution), and
shall include updated information re-
garding any previously disclosed sig-
nificant financial interest (e.g., the up-
dated value of a previously disclosed
equity interest).

(3) Require each Investigator who is
participating in the PHS-funded re-
search to submit an updated disclosure
of significant financial interests within
thirty days of discovering or acquiring
(e.g., through purchase, marriage, or
inheritance) a new significant financial
interest.
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(f) Provide guidelines consistent with
this part for the designated institu-
tional official(s) to determine whether
an Investigator’s significant financial
interest is related to PHS-funded re-
search and, if so related, whether the
significant financial interest is a finan-
cial conflict of interest. An Investiga-
tor’s significant financial interest is
related to PHS-funded research when
the Institution, through its designated
official(s), reasonably determines that
the significant financial interest:
Could be affected by the PHS-funded
research; or is in an entity whose fi-
nancial interest could be affected by
the research. The Institution may in-
volve the Investigator in the des-
ignated official(s)’s determination of
whether a significant financial interest
is related to the PHS-funded research.
A financial conflict of interest exists
when the Institution, through its des-
ignated official(s), reasonably deter-
mines that the significant financial in-
terest could directly and significantly
affect the design, conduct, or reporting
of the PHS-funded research.

(g) Take such actions as necessary to
manage financial conflicts of interest,
including any financial conflicts of a
subrecipient Investigator pursuant to
paragraph (¢) of this section. Manage-
ment of an identified financial conflict
of interest requires development and
implementation of a management plan
and, if necessary, a retrospective re-
view and mitigation report pursuant to
§94.5(a).

(h) Provide initial and ongoing FCOI
reports to the PHS as required pursu-
ant to §94.5(b).

(i) Maintain records relating to all
Investigator disclosures of financial in-
terests and the Institution’s review of,
and response to, such disclosures
(whether or not a disclosure resulted in
the Institution’s determination of a fi-
nancial conflict of interest), and all ac-
tions under the Institution’s policy or
retrospective review, if applicable, for
at least three years from the date of
final payment or, where applicable, for
the time periods specified in 48 CFR
part 4, subpart 4.7.

(j) Establish adequate enforcement
mechanisms and provide for employee
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sanctions or other administrative ac-
tions to ensure Investigator compli-
ance as appropriate.

(k) Certify, in each contract proposal
to which this part applies, that the In-
stitution:

(1) Has in effect at that Institution
an up-to-date, written, and enforced
administrative process to identify and
manage financial conflicts of interest
with respect to all research projects for
which funding is sought or received
from the PHS;

(2) Shall promote and enforce Inves-
tigator compliance with this part’s re-
quirements including those pertaining
to disclosure of significant financial in-
terests;

(3) Shall manage financial conflicts
of interest and provide initial and on-
going FCOI reports to the PHS Award-
ing Component consistent with this
part;

(4) Agrees to make information avail-
able, promptly upon request, to the
HHS relating to any Investigator dis-
closure of financial interests and the
Institution’s review of, and response
to, such disclosure, whether or not the
disclosure resulted in the Institution’s
determination of a financial conflict of
interest; and

(5) Shall fully comply with the re-
quirements of this part.

§94.5 Management and reporting of fi-
nancial conflicts of interest.

(a) Management of financial conflicts
of interest.

(1) Prior to the Institution’s expendi-
ture of any funds under a PHS-funded
research project, the designated offi-
cial(s) of an Institution shall, con-
sistent with §94.4(f): review all Investi-
gator disclosures of significant finan-
cial interests; determine whether any
significant financial interests relate to
PHS-funded research; determine
whether a financial conflict of interest
exists; and, if so, develop and imple-
ment a management plan that shall
specify the actions that have been, and
shall be, taken to manage such finan-
cial conflict of interest. Examples of
conditions or restrictions that might
be imposed to manage a financial con-
flict of interest include, but are not
limited to:

§94.5

(i) Public disclosure of financial con-
flicts of interest (e.g., when presenting
or publishing the research);

(ii) For research projects involving
human subjects research, disclosure of
financial conflicts of interest directly
to participants;

(iii) Appointment of an independent
monitor capable of taking measures to
protect the design, conduct, and re-
porting of the research against bias, re-
sulting from the financial conflict of
interest;

(iv) Modification of the research
plan;

(v) Change of personnel or personnel
responsibilities, or disqualification of
personnel from participation in all or a
portion of the research;

(vi) Reduction or elimination of the
financial interest (e.g., sale of an eq-
uity interest); or

(vii) Severance of relationships that
create financial conflicts.

(2) Whenever, in the course of an on-
going PHS-funded research project, an
Investigator who is new to partici-
pating in the research project discloses
a significant financial interest or an
existing Investigator discloses a new
significant financial interest to the In-
stitution, the designated official(s) of
the Institution shall, within sixty
days: review the disclosure of the sig-
nificant financial interest; determine
whether it is related to PHS-funded re-
search; determine whether a financial
conflict of interest exists; and, if so,
implement, on at least an interim
basis, a management plan that shall
specify the actions that have been, and
will be, taken to manage such financial
conflict of interest. Depending on the
nature of the significant financial in-
terest, an Institution may determine
that additional interim measures are
necessary with regard to the Investiga-
tor’s participation in the PHS-funded
research project between the date of
disclosure and the completion of the
Institution’s review.

(3) Whenever an Institution identifies
a significant financial interest that
was not disclosed timely by an Investi-
gator or, for whatever reason, was not
previously reviewed by the Institution
during an ongoing PHS-funded research
project (e.g., was not timely reviewed
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