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PART 84—RESPONSIBELE
PROSPECTIVE CONTRACTORS

Sac,

94.1 Purposa.

84.2  Applicability.

24,3 Definiticns,

84.4 Responsibilitias of Institutions
regarding Investigator financial conflicts
of intarast.

24.5 Management and reporting of financial
conflicts of interast,

o646 Remadies,

Authority: 42 UL.5.C 216, 2e0b—1, 250c-
4.

§'Eld.1 Purpose.

ﬁart promotes objectivity in
research by establishing standards that
provide a reascnable expectation that
the design. conduct, and reporting of
research performed under PHS contracts
will be free from biss resulting from
Investigator inancial conflicts of
interast.

§94.2 Applicability.

This part is applicable to each
Institution that submits a osal. or
that recaives, Public HeallEfSE:w.-:e
(PHS) research funding by means of a
contract and. through the
implementation of this part by the
Institution, to each Inv 93t1gﬂ11:|1' who is
planning to participate in, or is
Eﬂrticipating in such research; provided.

owavar, that this part does not apply
to SEIR. Program Phase I applications.

§94.3 Definitions.

Asusged in this part:

Contractor means an entity that
ovidas arty or services under
E;ntmct DEE\ direct benefit or use of

the Federal Government.

Disclosure of sigaificant financial
interests means an Investigator's
disclosure of significant financial
interests to an Institution.

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

FCO! report means an Institution's
report of a financial conflict of interast
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
Department of Health and Human
Services, and any components of the
Department to which the authority
involved may be delagatad.

Institution means any domestic or
foreign, public or private, entity or
organization (excluding a Federal
agency] that submits a propozal, or that
receives, PHS ressarch %u.uqu

Institutional responsibilities means an
Investigator’s professional
responsibilities on behalf of the
Institution. and as defined by the
Institution in its policy on financial
conflicts of interest, which may include
for example: activities such as research,
research consultation, teaching,
professional practice, institutional
committes mambershipa, and service on
panels such as Institutional Review
Boards or Data and Safsty Monitoring
Boards.

Investigator means the project director
or principal Investigator and any other
person, regardlass of title or position,
who is reaponsible for the design,
conduct, or reporting of research funded
by the PHS, or proposed for such
funding, which may includs, for
ra:hcamplen‘a. collaborators or consultants,

Key personnel includes the PDVPT and
any Dtﬂar personnel considerad to be
assential to work performance in
accordance with SAR subpart
352.242-70 and identified as key
personnel in the contract proposal and
contract.

Manage means taking action to
address a inancial contlict of interest,
which can include reducing or
aliminating the finandal conflict of
intersst, to ensure, to the extent
possible, that the design, conduct, and
Epnrﬁng of research will be free from

as

PD/PImeans a project director ar
principal Investigator of a PHS-funded
research project; the PIVPL 1= included
in the daﬁwuiﬁ-:-nﬂ of key personnel and
Investigator under this part.

PHS means the Public Health Service
of the 1.5, Department of Health and
Human Services, and any components
of the PHS to which the authority
involved may be delegated, including
the National Institutes of Health [NIH),

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

Public Health Service Act or PHS Act
means the statute codified at 42 11.5.C,
201 et seq.

Research means a systematic
investigation, study or experiment
designed to develop or contribute to
generalizable l:um!ﬁa relating
i:m:la-:'ll:.' to public health, including
behavioral and social-sciences research.
The term encompasses basic and
applied ressarch (e.g., 8 publishad
article, book or book chapter] and
product development (e.g., a diagnostic
test or drug). As used in this part, the
term includes any such activity for
which research funding is availabla
from a PHS Awarding Component
through a contract, whether authorized
under the PHS Act or other statutory
authority.

Significant financial interest means:

(1] A financial interest consisting of
one or mone of the following interests of
the Investigator (and those of the
Investigator's spouse and dependent
children] that reasonably appears to be
related to the Investigator's mnstitutional
responsibilities: )

(1] With regard to any publicly traded
entity, a significant financial interest
existz if the value of any remunsration
received from the entity in the twealve
months preceding the disclosure and
the value of any equity interest in the
entity as of the date of disclosure. when
agpregatad, ecceads §5.000. For
purposes of this definition,
remuneration includes salary and any

aymant for ssrvices not otherwise
1dentified a= salary (e,g.. consulting fees,
honoraria. paid authorehip); equity
interest includes any at-:u:.E. stock
option, or other ownership interest, as
determined through reference to public
prices or othar reasonable measures of
fair market value:;

(i1) With regard to any non-publicly
traded entity, a sigaificant financial
interest axists if the value of any
remuneration received from the entity
in the twelve months preceding the
disclosure, when aggregated, exceads
$5,000, or when thaTnx'astigEtnr [or the
Investigator's spouse or dependant
children| holds any equity interast (e.g.,
stock, stock option, or other ownership
interast]; or

(iii) Intallactnal property rights and
interasts (e.g., patents, copyrightz], upon
recaipt of il:ﬁzaﬂm ralatadlt:'r:h ;Eh\;h rig,]:ﬁs
and interests,

(2] Investigators also must disclose
the ocourrence of any reimbursed or
sponscred travel (i.e., that which is paid
on behalf of the Investigator and not
reimburgad to the Investigator so that
the exact monetary valus may not ba
readily available). related to their
Institutional responsibilities: provided,

howavar, that this disclosura
requirement does not apply to travael
that is reimbursed or sponsonad by a
Federal, state, or local government
agency, an Institution of higher
education as defined at 20 11.5.C.
1001(al. an academic teaching hDBPitﬂl,
amedical center, or a ressarch inshtute
that is affiliated with an Institution of
higher education. The Institution's FCOI
E 1oy will specify the details of this
1zclosure, which will include, ata
minimum, the purpose of the trip, the
identity of the sponscr/organizer, the
destination. and the duration. In
accordance with the Institution’s FOOI
olicy, the Institutional official(s) will
etermine 1f further information 1=
needed, including a determination or
disclosure of monetary valua, in order to
determine whether the travel constitutes
an FCOT with the PHS-funded research.
(3] The term significant financial
interest does not include the following
types of financial interests: salary,
royalties, or other remuneration paid by
the Institution to the Investigator if the
Invastigatnr 1s current]ly employed or
otherwize appointed by tha?natituti-:ln.
including intellectual property rights
assigned to the Institution and
agreaments to share in royalies related
to such rights; any ownership interest in
the Instituion held by the Investigator,
if the Institution 1= a commercial or for-
ofit organization; income from
investment vehicles, such a=s mutual
funds and retirement accounts, as long
as the Investigator doss not directly
control the investment decisions made
in these vehicles: income from
saminars, lectures, or teachi
enpagements sponsored by a Federal,
state, or local government agency. an
Institution of higher education as
defined at 20 T1.5.C. 1001(a). an
academic teaching hospital, a medical
center, or a research institute that is
affiliated with an [nstitution of higher
education; or income from service on
ad visory committess or raview panels
for a Faderal, state, or local government
agency, an Institution of higher
education as defined at 20 11.5.C.
1001(a), an academic teaching hospital,
amedical center, or a ressarch inshtute
that 1z affiliated with an Institution of
higher education.
mall Business Innovation Research
(SEIR) Program means the extramural
research program for small businesses
that is established by the Awarding
Components of the Public Health
Service and certain other Faderal
agencies under Public Law 87-219, the
Small Pusiness Innovation Development
Act, as amended. For purposes of this
part, the term SBEIR. Program also
includes the Small Business Technology




Page |3

53290

Federal Register/Vol. 76, Mo, 165/ Thursday, Augnst 25, 2011/ Rules and Regulations

Transfer (STTRE) Program, which was
astablished by Public Law 102—564.

§84.4 Reaponsibilities of Institutions
regarding Investigator finanzial conflicts of
intarest.

Each Institution shall:

(&) Maintain an up-to-date, written,
anforced policy on financial conflicts of
interest that complies with this part,
and make such policy available via a
publicly accessible Web site. If the
Institution does not have any current
presence on a publicly accessible Web
gite (and only in those cases), the
Institution shall makes its written policy
available to any requestor within five
business davs of a request. If, howaver,
the Institution acquires a presence on a
publicly acceassible Web site during the
time of the PHS award, the requirement
to post the information on that Web sita
will apply within 30 calendar days. If an
Institution maintaine a policy cn
financial conflicts of interest that
includes standards that are more
stringent than this part (e.g., that require
a more extensive disclosure of inancial
intar=sts], the Insttution shall adhers to
ite policy and shall provide FCOI
reports regarding identified financial
conflicts of interest to the FHS
Awarding Component in accordance
with the Institution's own standards and
within the timeframe prascribed by this

art.
P (b} Inform each Investigator of the
Institution’s policy on financial
conflicts of interest, the Investigatar’s
responsibilities regarding disclosure of
significant financial interests, and of
thes= regulations, and require each
Investigator to complete training
regarding the same prior to engaging in
research related to any PHS-funded
contract and at least every four years,
and immediataly when any of the
following circumstances apply:

[{1] The Insttution reviss=s its inancial
conflict of interest policies ar

rocedures in any manner that affacts
the requirements of Investigators;

(z) Investigator 18 new to an
Institution; or

(3] An Institution finds that an
Investipator is not in compliance with
the Institution’s financial conflict of
interest policy or management plan.

(c)] If the Institution carries out the
PHS-funded ressarch through a
subrecipient [e.g.. subcontractors, or
consortium members), the Institution
(awardee Insttution) must take
reasonable steps to ensure that any
subrecipient Invastigator complies with
this part by

(1) Incorporating as part of a written
agre=ment with the subrecipient termas
that establish whether the financial

conflicts of interest policy of the
awardes Institntion or that of the
subrecipient will apply to the
subrec pient’s Investigators,

(i) If the subrecipient’s Investigatora
must comply with the subrecipient’s
financial conflicts of intarest policy, the
subrecipient shall certify as part of the
agreament referanced above that its
policy complies with this part. If the
subrec pient cannot provide such
cartification, the agreement shall state
that subrecipient Investigators are
subject to the financial conflicts of
interest policy of the awardee
Institution for disclosing significant
financial interests that are directly
related to the subrecipient’s work for the
awardes Institution;

(i1} Additionally, if the subrecipient’s
Investigators must comply with the
subrecipient’s financial conflicts of
interast policy, the a\g],iaamﬂnt
raferenced above shall specfy tims
period(g] for the subrecipient to ort
all identified financial conflicts
interest to the awardee Institution. Such
time periodiz] shall be sufficient to
enable the awardee Institution to
provide imely FCOI reports, as
necessary. to the PHS as required by this
part:

(iii] Alternatively, if the subrecipient’s
Investigators must comply with the
awardees Institution’s Ainancial conflicts
of interest policy. the agreememnt
referenced above shall specify timea
period(s] for the subrecipient to submit
all Investigator disclosures of significant
fnancial interests to the awardee
Institution. Such tme period(s) shall be
sufficient to enable the awardee
Institution to comply timely with its
review, management. and report
obligations under this part. porie

(2] Providing FCOI reports to the PHS
Awarding Component regarding all
fnancial conflicts of interest of all
subrec pient Investigators consistent
with this part, i.e., prior to the
axpenditure of funds and within 60
days of any subsequently identified
FColL.

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

(=2)i1) Require that aach Investigator
who is planning Enn:]ilﬂrti-::i ata in the
PHS-funded resa disclose to the
Institution’s designated official(s) the
Investigator's significant financial
interests [and those of the Investigator's
spouse and dependent children) no later
than date of submigsion of the

Institution’s proposal for PHS-funded
research.

(2] Require each Investigator who is
participating in the PHS-funded
research to submit an updatad
dizclosure of significant financial
interests at least annually, in accordance
with the specific time Pé.rind prescribed
by the Institution, during the period of
the award. Such disclosure shall
include any information that was not
disclosad iuiﬁs]l}' to the Institubon
pursuant to paragraph (e){1) of this
gaction, or in a snhssquent disclosure of
significant financial interests (e.g., any
financial conflict of interest identified
on a PFHS-funded project that was
transferred from another Institution],
and shall include updated information
regarding any previously disclosed
significant financial interast (e.g., tha
updatad value of a previously disclosed
equity interest).

(3] Requira each Investigator who is
PEI‘ﬁ.Giﬁ\:ItinE in the FHS-funded
regearch to submit an updated
disclosure of significant financial
interests within thirty days of
discovering or acquiring (e.2., thro
pumhasa?ﬁiuﬂ:;a. Drnil?lnhai'itan-:aa]lﬁh
new significant financial interest.

(£l Prowvide puidelines consistent with
this part for the designated institutional
officializ] to determine whether an
Investigator's significant financial
interest 13 related to PHE-funded
research and. if so related, whether the
significant financial interast iz a
financial conflict of interest. An
Investigator's significant financial
interest 13 related to PHE-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 financial interest could be
affectad by the ressarch. The Institution
may involve the Investigator in the
desipgnated official(s]’s determination of
whether a significant financial interast
is related to the PHS-funded research. A
financial conflict of interest exists when
the Institution, through its designated
official(g), reascnably determines that
the significant Anancal interest conld
d:ireclﬁr‘?snd significantly affect the
design, conduct. or reporting of the
PHS-funded ressarch.

(g) Taks such actions as necessary to
manage financial conflicts of interest,
inv::luding any Ainancial conflicts of a
subrac:ip1ant1nx'astigatm pursuant to

aragraph (o) of this section.
agement of an identified financial
conflict of interest requires development
and implementation of a management

plan and, if necessary. a retrospective
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review and mitigation report pursuant
to & 94.5(al.

(h] Provide initial and ongoing FCOI
reports to the PHS as required pursuant
to & 94.5(k).

(1] Maintain records relating to all
Investipator disclosures of financial
interests and the Institution’s review of,
and responsa to, such disclosures
[whether or not a disclosure resulted in
the Institution's determinstion of a
fAnancial conflict of interest], and all
actions under the Institution’s policy or
retrospective raview, if applicable, for at
l=ast t years from the Eata of final
payment or, whers applicable, for the
time periods specified in 48 CFR part 4,
subpart 4.7.

(j| Establish adequate enforcement
mechanisms and provide for emploves
sanchons or other administrative
actions to ensure Investigator
compliance as appropriate,

(k] Certify, in each contract proposal
to which this part applies, that the
Institution:

{1) Has in effect at that Inshtution 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
Investigator -::Dm]i\liaum with this part's
requirements including those pertaining
to disclosure of significant financial
interests;

(3) Shall manage financial conflicts of
intarest and provide initial and ongoing
FOOI reports to the FHS Awarding,
Component consistent with this part:

(4] Agrees to make information
availahla, promptly upon request, to the
HHS ralating to any Investigator
dizclosure of financial interests and the
Institution’s review of, and responsa to,
ench disclosure, whether or not the
dizclosure resulted in the Insttution’s
determinaton of a financial conflict of
interest; and

(5] Shall fully comply with the

requirements of this part.

5845 Management and reporting of
financial conflicts of interest.

(8] Management of financial conflicts
of interest,

(1) Prior to the Institution’s
expenditura of any funds under a PHS-
funded regsarch project. the designated
officialis) of an Institution shall,
consistent with § 94 .4(f): review all
Investipator disclosures of significant
fnancial interests; determine whether
any significant financial interests relate
to PHS-funded ressarch; determine
whether a financial conflict of interest
exists; and, if so. develop and

implement a management plan that
shall specify the actions that have been,
and shall be, taken to manage such
fnancial conflict of interest. Examples
of conditions or restricions that might
b= imposed to manage a financial
conflict of interest include, but are not
hmited to:

(1] Public digclosure of Ainancial
conflicts of interest (e.g.. when
presenting or publishing the rezearch);

(ii) For research projects involving
human subjects research., disclosure of
financial conflicts of interast diractly to
participants;

(i1i) Appointment of an indepandent
monitor capahble of taking measures to
protect the design, conduct. and
reporting of the research against bias,
resulting fromm the financial conflict of
intarast;

(iv] Modification of the ressarch plan;

(v] Change of personnel or personnel
responsibilities, or disqualification of
personnel from participation in all or a
portion of the reseanch:

[wi] Reduction or elimination of the
financial interest (e.g.. sale of an equity
interest), or

(wii) Severance of relationships that
create financial conflicts,

(2] Whenever. in the courss of an
ongoing PHS-funded research project,
an Investigator who is new to
participating in the ressarch project
dizcloses a significant financial interast
or an existing Investigator discloses a
new significant financial interest to the
Institution. the designated official(s) of
the Institution shall, within sixty days:
review the disclosure of the significant
Anancial interest; determine whether 1t
1= related to PHS-funded ressarch;
determine whether a financial conflict
of interest exists; and, if so, implement,
on at least an interim basis, a
managemant plan that shall specify the
actons that have baen, and will be.
taken to manage such financial conflict
cof interest. Depending on the nature of
the significant financial interest, an
Institution may detarmine that
additicnal interim measures are
necessary with regard to the
Invastigator's participation in the PHS-
funded research project betwaen the
date of disclosure and the complation of
the Institution's review.

(3] Whenever an Institution identifies
a significant financial interest that was
not diecloged timely by an Investigator
or, for whatever reason, was not

reviously reviewed by the Institution
gunng an ongoing PHS-funded ressarch
project (e.g., was not timely reviewsd or
reported by a E:ubmu:ipiantf, the
designated official(s] shall, within sixty
days: review the significant financial
interest; determine whether it iz related

to PHS-funded research: determine
whether a Ainancial conflict of intersst
exists; and, if so:

(i) Implement. on at least an interim
basiz, a management plan that shall
specify the actions that have been, and
will ba, taken to manage such financial
conflict of interest going forward:

(1] [A) In addition. w aver a
financial conflict of inter=st 12 not
identified or managed in a imely
manner including failure by the
Investigator to disclose a significant
financial mnterest that is determined by
the Institution to constitute a financia
conflict of interaest: failure by the
Institution to review or manage such a
financial conflict of interest: or failure
by the Investigator to comply with a
financial conflict of interest
management plan. the Institntion shall,
within 120 days of the Institution's
determination of noncom pliance,
complste a retrospective review of the
Investigator's activities and the PHS-
funded research project to determine
whether any PH5-funded research. or
portion theraof, conducted during the
time pariod of the noncompliance, was
biasag in the design. conduct, or
reporting of such research.

B) The Institution is required to
document the retrospechve review; such
documentation shall include, but not
neceszarily be limited to, all of the
f-:vllu:uw:i.ug ka].r alements:

{1} Project number;

{2) Project title;

{3 PLVPI or contact PLVPLifa
multiple PD/PI model is used;

{4} Mame of the Investigator with the
FCOL;

{5} Mame of the entity with which the
Investigator has a financial conflict of
interest;

(&) Reazonig) for the retrospective
TEViEW!

{7} Detailed methodology used for the
retrospective review (e.g. mathodology
of the review process. composition of
the review panel. documents reviewad];

(&) Findings of the review; and

[9) Conclusions of the review.

(111] Pas=d on the results of the
retrospective review, if appropriate, the
Institution shall update the Previu:u usly
submitted FCOI report, specifying the
actions that will be taken to manage the
financial conflict of interest goin
forward. If bias 1z found, the Institution
i requirad to notify the PHS Awarding
Component promptly and submit a
mitigation report to the FHS Awarding
Component. mitigation report must
include. at a minimum. the key
elements documented in the
ratmspa-:tiva reviaw above and a
description of the impact of the bias ocn
the research project and the Institution's
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plan of action or actions taken to
eliminate or mitigate the effect of the
bias (e.g., impact on the research
project: extent of harm done, including
any qualitative and quantitative data to
support any actual or future harm;
EI]'.I..EI].'I."BIB of whether the research projact
is salvageable). Thereafter, the
Institution will submit FCOI raports
annually, as specified elsswhers in this
part. Depending on the nature of the
financial conflict of interest. an
Institution may determine that
additional interim measures are
necessary with regard to the
Investigator's participation in the PHS-
funded research project between the
date that the financial conflict of
intarest or the Investigator's
noncompliance 18 determined and the
completion of the Institution's
retrospective review.

(4] Whenever an Inshtation
implements a management plan
pursuant to this part, the Institution
shall monitor Investigator compliance
with the management plan on an
ongoing basis until the completion of
the PHS-funded research n:qa-:t

(5)(1) Prior to the Institution’s
expenditure of any funds under a PHS-
funded research rc-'|a-:t the Inshitution
shall ensure public accessibility, via a
publicly accessible Web site or written
response to any requestor within five
business days of a request, of
information concarning any significant
financial interest disclosed to the
Institution that meats the following
threa critaria:

(Al The significant financial interest
wag discloged and is still held by key
personnel ag defined in this part;

(B) The Instituticn determines that the
significant financial interest is related to
the PHS-funded research; and

[C] The Insttution determines that the
significant financial interest iz a
financial conflict of interest.

{11] The informatbon that the
Institution makes available via a
publicly accessible Web site or written
responss to any requestor within five
business days of a raquest, shall
include, at 8 minimum, the following:
The Investigator's name; tha
Investigator's title and role with respect
to the ressarch project: the name of the
entity in which the significant financial
intarast iz held; the natura of the
significant financial interest: and the
approximate dollar value of the
significant financial interest (dollar
ranges are permissible: $0—%4.0949;
£5,000-$0.000; $10,000-519. 999
amounts between 200008100000 by
increments of $20,000; amounts above
$100,000 by increments of $50,000), or
a statement that the interest is one

whose value cannot be readily
determined through reference to public
prices or other reasonable measures of
fair markest value.

(iii) If the Institution vees a publicly
accassible Web site for the purposes of
this subsection. the information that the
Institution posts shall b= updated at
lzast annually. In addition, the
Institution shall update the Web sita
within sixty days of the Institntion’s
recaipt or identification of information
concerning any additional significant
financial interest of the aamc'.rl"kav
personnel for the FHS-funded research
5_13 ject that was not praviously

closed, or upon the disclosure of a
significant financial interest of senior/
key personnel new to the PHS-funded
research project. if the Institution
determines that the significant financial
interest is related to the PHS-funded
research and is a financial conflict of
imterest. The Web site shall note that the
information providad is current as of the
date listed and is subject to updates, on
at least an annual basis and within G0
days of the Institution’s identification of
anew financial conflict of interest. If the
Institution responds to written requests
for the purposes of this subssction, the
Institution will note in its written
respones that the information provided
i= current as of the date of the
correspondence and is subject to
updates. on at least an annual basis and
within 60 days of the Institution’s
identification of a new financial conflict
of intarest, which should be requestad
subsequantly by the requestor.

{iv) Information concarning the
significant finencial interests of an
mdividual subject to pErElE,IEL [EL][E] of
this section shall remain ava
responess to written requests or fD.[‘
posting via the Institution’s publicly
accessibla Web site for at least thres
years from the date that the information
was most recently updated.

(E]) In addition to the types of
fnancial conflicts of interest as defined
in this part that must be managed
pursuant to this section, an Institution
may require the management of other
financial conflicts of interest in its
policy on financial conflicts of interest.
as the Institution deems appropriate.

(b} Feporting of financial conflicts of
intarast.

(11 Prior to the Institution's
axpenditure of any funds under a PHS-
funded ressarch project, the Institution
shall provide to the PHS Awarding
Component an FCOI report regarding
any Investigator's significant financial
interest f-:u.udb'l.r the [nshtution to be
conflicting and ensure that the
Institution has implemented a
management plan in acoordance with

this part. In cages in which the
Institution identifies a financial conflict
of interest and eliminates it prior to the
excpanditure of PHS-awarded funds, the
Institution shall not submit an FOOI
report to the PHS Awarding Com ponent.
E'][:'2] For any significant financi
interest that the Insttution identifies as
conflicing aubsequent to the
Inatitution’s initial FOOI report during,
an cngoing PHE-funded research project
(e.g.. upon the participation of an
Investigator who is new to the research
project]. the Institation shall provide to
the PHS Awarding Component, within
sixty davs, an I report regarding the
financial conflict of mtareat and ensure
that the Institution hag implemented a
mansagement plan in accordance with
this part. Pursuant to paragraph (al(3)i11]
of this section. where such FCOI report
involves a significant financial interast
that was not disclosed timely by an
Invastigator or, for whatever reason. was
J:I.DI: ﬁl u-:rualv reviewed or managed by
stitution (e.g.. was not timely
reviawed or reportad by a aubre-:apmnt],
the Institution also is requirad to
complete a retrospective review to
determine whether any PHS-funded
research, or portion thereof, conducted
prior to the identification and
management of the financial conflict of
interest was biased in the design,
conduct. or reporting of such ressarch.
Additionally, pursuant to paragra
(al{2)iiii) of this section, as 18 Fnund.
the Institution is required to notify the
PHS Awarding Component promptly
and submit a mitigation report to the
PHS Awarding Component.

(3] Anv FOOI report required under
PEIIE.E,I‘EI.P]:LE (Bii1) or (BI2) of this section
ghall include sufficient information tao
enable the PHS Awarding Component to
understand the nature and extent of the
financial conflict, and to assess the
appropriateness of the Institution’s
mansagement plan. Elaments of the FCOI
report shall include, but are not
necassarily himited to the following:

(1) Project/Contract number;

(1) POJ/PT or Contact FOYPL if a
multipla PDYPI model is used;

(iii) Mame of the Investigator with the
financial conflict of interest;

(iv) Mame of the entity with which the
Investigator has a financial conflict of
interest:

(] Matura of the financial interast
(e.g.. equity. consulting fes, travel
reimbursement, honorarium];

(vi] Value of the financial interest
(dollar ranges are permissible: $0—
$4.000; £5,000-50.009; $10,000—
$19.009; amounts betwean $20, 000~
$100.000 by increments of $20,000;
amounts above §100,000 by increments
of $50.000], or a statament that the
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interest 1z one whose value cannot be
readily determined throngh reference to
public prices or other reasonable
measures of fair market value;

(vii] A description of how tha
Anancial interest relates to the PHS-
funded research and the bas=is for the
Institution’s determinaton that the
Anancial interest conflicts with such
rasearch; and

(viii] A description of the key
elements of the Insttution’s
management plan, including:

(A) Role an principal duties of the
conflicted Investigator in the ressanch
project:

(B] Conditions of the management

plamn; )

(C] How the management plan i=
designed to safeguard objectivity in the
research project;

(D] Confirmation of the Investigator's
agreement to the management plan;

(E] How the management PIEPn will be
monitored to ensure Investigator
compliance; and

(F] Other information as needad.

(4) For any financial conflict of
intarest previously reportad by the
Institution with regard to an ongoing
PHS-funded ressarch project. the
Institution shall provide to the PHS
Awarding Component an annual FOOT
report that addresses the status of the
financial conflict of interest and anv
changes to the management plan for the
duration of the FHS-funded research
project. The annual FOOT report shall
specify whether the financial conflict is
gtill being managed or explain why the
fAnancial conflict of interest no lo
axists. The Institution shall provide
annual FCOI reports to the PHS
Awarding Component for the duration

of the project E:rin:nd (including
axtensions with or without funds) in the
time and manner specified by the PHS
Awarding Component.

(5] In addition to the types of
fAnancial conflicts of interest as defined
in this part that must be reported
pursuant to this section, an Institution
may require the reporting of other
fAnancial conflicts of interest 1n 1ts
policy on financial conflicts of interest,
s the Institution deems appropriate.

§84.6 Remadiss.

(a] If the failure of an Investigator to
comply with an Institution’s financial
conflicts of interest policy or a financial
conflict of interest management plan
appears to have biased the design,
conduct, or reporting of the PHS-fundad
resaarch, the Institution shall promptly
notify the PHS Awarding Component of
the corrective action taken or to be
taken. The PHS Awarding Component
will consider the situation and, a=
necessary. take appropriate action, or
refer the matter to the Inshitution for
further action, which may include
directions to the Institution on how to
maintain appropriate objectivity in the
PHS-funded research project.

(b} The PHS Awarding Component
and/or HHS may inquire at any time
[before, during,. or after award) into any
Invastigator disclosure of financial
interests and the Insttution’s review of,
and response to, such disclosure,
regardless of whether or not the
dizsclosure resulted in the Institution’s
determination of a financial conflict of
interest. An Institution is requirad to
submit, or permit on site review of, all
records partinant to compliance with
this part. To the extent permitted by

law, HHS will maintain the
confidentiality of all records of financial
interests. On the basis of its review of
records or other information that may ba
available, the FHS Awarding
Component may decide that a particular
financial conflict of interest will bias the
objectivity of the PHS-funded ressarch
to such an extent that further corrective
action is needed or that the Institution
has not managed the financial conflict
of interest in accordance with this part.
The PHS Awarding Component may
determine that issuance of a Stop Work
COrder by the Contracting Officer or
othar enforcement action is necessary
until the matter is resolved.

() In any cage in which the HHS
determines that a PHS-funded project of
clinical research whoss purpose is to
evaluate the safety or effectivenass ofa
drug, medical device, or treatment has
be=en designed, conducted, or reported
by an Investigator with a financial
conflict of interest that was not managed
or reported by the Institution as
requirad by this part, the Institution
shall require the Investigator involved to
disclose the financial conflict of interast
in sach public prasentation of the
results of the ressarch and to request an
addendum to previously published
presentations.

Dated: February 24, 2011.

Francis 5. Collins,

Director, National Institutes of Health.
Approved: March 2, 2011

Kathleen Sehalius,

Sacretary.
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