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22 Thiz burden was originally estimated in the 1995 Final Rule 1o be no more than 5 instances that the failure of an Investigator to comply with
thie Inatitution’s conflict of merest policy baa biased the design, eonduct or reporting of the research. “"Objectivity in Ressarch, Final Ruls FR
132 {July 11, 1995) pps. 352410-35849. Thiz burden sstimate, and otherz wasz increased in 2002 “due 10 ircreased numbers of Institutiore and
Irveeatigators.” Alhough thers has besn an increase in the numbsr of cess of norcomplianes in the past few yeara, the number has not ap-
proached this estirate so we believe it iz still reeascrable.

&4 Murnber bassd on 5080584 5 {a){3)(i—of thoas only & fraction will relsts to & project of clinical ressarch whoss purpose is to ewaluats the

a.afe‘z&-:-ar effectivenass of a drug, medical devics, or treatrnant, but we are caleulsting the mssimum sstimated burden.
% Basuming an average of 3 publications annually.

Envirormental Impact

We have determined that this action
is of a type that does not individually
or n:umufaﬁvel}' have a significant effect
on the human environment. Therefore,
neither an environmental sssessment
nor an environmental impact statement
iz raquired.

Catalogue of Federal Domestic
Assistance

The Catalogue of Federal Domestic

Assistance numbered programs
applicable to this revised rule are:

83, 113—Environmental Haalth

83, 121—01al Diseases and Disordars
Fasaarch

83, 142—MNIEHS Hazardous Wasta Workar
Health and Safety Training

93, 143—MNIEHS Superfund Hazardous
Suhstances—HBasic Research and
Education

83, 172—Human Genome Research

83, 175—Rasearch Belated to Dealness and
Communication Disorders

83, 187—Undergraduate Scholarship Program
for Individuals from Disadvantaged
Backgrounds

03, 215—Research and Training in
Complamentary and Alternative
Medicine

83.233—Mational Center on Slesp Disorders
Fasaarch

83, 242—Mental Haalth Resaarch Grants

83, 271—Alcohol Resaearch Carear
Development Awards for Scientists and
Clinicians

83, 272—Alcohol Mational Research Service
Aowards for Besaarch Training

83.275—Alcohol Research Programs

93.278—Drug Abuse and Addiction Resaarch
Programs

83, 281—Mental Health Ressarch Career’
Scientist Dervalo‘lpmam Awards

83, z82—Mental Health Mational Eesearch
Service Awards for Research Training

93, 286—Discovery and Applied Research for
Technological Innevations to [mprove
Human Health

93, 207—Minority Health and Health
Disparities Research

93.210—Trans-NIH Research Support

03, 361—Mursing Research

83, 3a9—MHNational Center for Research
Rasources

83, 3853—Cancer Causa and Prevention
Research

83, 38d—Cancer Detection and Diagnosis
Resaarch

83, 305—Cancer Treatment Research

03, 206—Cancer Blology Research

93, 207—Cancer Centars Support Grants

93, 208—Cancer Resaarch Manpowar

83, aag—Cancer Control

23.701—Trans-MIH Eecovery Act Research
Support RECOVERY

a3, Foz—Mational Center for Research
Rasources, Recovery Act Construction
Support RECOVERY

g3.83F—Card lovascular Dissases Research

83.828—Lung Diseases Rasearch

63.838—Rlood Diseasas and Resources
Rasearch

g3 846—Arthritis, Musculoskeletal and Skin
Diseasas Rasaarch

o384 7—Diabatas, Digestive, and Kidney
Diseasas Extramural Resaarch

g3.853—Extramural Resaarch Programs in
the Meurosciences and Na‘urﬂ-:-gi-::al
Disordars

a3.855—Allergy. Immunology and
T‘rmsFlmtaﬂnn Research

e3.856—Microblology and Infectious
Diseasas Rasaarch

g3.a58—Riomeadical Research and Research
Training

a3 865—Child Health and Human
Development Extramural Easearch

83.666—Aging Resaarch

8386 F—Vision Research

g3.878—Medical Library Asslstance

o3.A01—Alcohol Research Center Grants

g3.988—International Research and Research
Training

List of Subjects in 42 CFR Part 50 and

45 CFR Part 04

Colleges and universities, Conflict of
interests, Contracts, Financial
disclosure, Grants—health, Grants
Emgrﬂms. Mon-profit organizations,

essarch, Scientists, Small businesses.

Forthe reasons set forth in the
preamble, HHS is amending 42 CFR
chapter [, subchapter [, part 50, and 45
CFR subtitle A, subchapter A, part 94 as

followes:

TITLE 42—PURBLIC HEALTH

PART 50—POLICIES OF GENERAL
APPLICABILITY

m 1. Revise Subpart F to read as follows:
Subpart F—Promoting Objectivity in
Reaearch

S,

50.601
50.602

Purposa.

Applicability.

50.603 Definitions.

50.604 Responsibilities of Institutions
regarding Investigator financial conflicts
of Interest.

50505 Management and reporting of
financial comflicts of interast,

50606 Remedias,

50,607 Oher HHS regulations that apply.

Subpart F—Promoting Objectivity in
Resaarch

Authority: 42 .50 216, Zeob—1, 2800-4;
Sec, 219, Ti. I, Div. 0. Pub. L. 111-117, 123
Stat. 3054,

§ 50,601

This subpart promotes objectivity in
research by establishing standards that
provide a reasonable excpectation that
the design, conduct, and reporting of
research funded under Public Health
Sarvice (PHS) grants or cooperative
agreements will be free from bias
resulting from Investigator financial
conflicts of interest.

§50.602 Applicability.

This subpart iz applicable to each
Institution that is applying for, or that
receives, PHS research funding by
means of a grant or cooperative
agreement and. through the
implementation of this subpart by the
Institution, to each Investigator who is
planning to paricipate in, or is
participating in. such ressarch;
provided. howewver, that this subpart
does not apply to SEIR Program Phasza
I applications. In those faw cases where
an individual, rather than an Institution,
18 applyving for, or receives, PHS
research funding, PH5S Awarding
Components will make case-by-case
daterminations on the steps to be taken,
consistent with this subpart, to provide
a reasonable expectation that the design,
conduct, and reporting of the research
will be free from bias resulting from a
financial conflict of interest of the
individual.

50,603 Definitions.

Asusad in this subpart:

Disclosure of sigrificart financial
imteresis means an Investigator's
disclosure of sigmificant financial
interests to an Institution.

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

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

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

Purpose.




Page |2

ni2ag

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

HHS means the United States
Department of Health and Human
Services, and any componants of the
Department to which the authority
involved may be delegated.

Institution means any domestic or
foreign, Pubhccu'prnate entity or
organization [a'h:c:ludmg a Federal
agency] that is applyving for. or that
rg:-;awaa PHS rel:fal.rcuhjgfu.ud:.u

Institntional res Bﬂs‘fbﬂ']th?s‘ Means an
Investigator’s professional
responsibilities on behalf of the
Ingtitution, 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 practics, instituional
committes memberships, and service on
panels such as Institubonal Review
Boards or Data and Safety Monitoring
Poards.

Investigator means the project director
or principal Investigator and any other
person, regardless of title or position,
who is raapn:unalbla for the design,
conduct, or reporting of research funded
by the PHS. or proposed for such
fu.udJ.l:LE', which may includes, for
example, collaborators or consultants,

Muanage means taking action to
addre=s a inancial conflict of interest,
which can include reducing or
aliminating the inancial conflict of
interast, to ensurs, to the axtent
possible, that the design, conduct, and
raporting of research will be free from
hias.

PO/PI means a project director or
principal Investigator of a PHS-funded
research project; the PDVPI is included
in the definitions of senior/key
parsonnel and Investigator under this

art.

S means the Public Health Service
of the 11,5, Department of Health and
Human Services, and any components
of the PHS to which the auth-:unt‘..
involved may be delegated, m-:lu-:lmq
the National Institutes of Health [NIH).

PHS Awarding Componeat means the
organizational unit of the FHE that
funds the research that is subject to this

art.

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

Research means a systematic
mvaatg,atmn Etw:hr or exparl.mant
daszigned to develop or contribute to
generalizabla km?ﬁﬂdﬂﬂ relating
broadly to public health. including
behavioral and social-aciences ressarch.
The term encompasses basic and
applied research (e.g., a published
article, book or book chapter] and
product development (e.g.. a diagnostic
test or drugl. As used in this aubpa.rt.

the term includes anv such achvity for
which research funding is available
from a PHS Awarding ':D.I.'I.'LPD]‘]B.I:I.I:
through a grant or cooperative
agreament, whether anthorized under
the PHS Act or ather statutory authority,
such as a research qrant carear
development award, center grant,
indiv 1cle fa]lnws]:up awar
infrastructurs award, mstﬂutnnsl
training grant. program project, or
research resources award.

Senior/key personael means the PLVFI
and any other person identified a=
Eann:-r."]::av permn.ual by the Iushtutlcu:l
in the ta ication, progress re
or a.uveg:‘far rpagln:-rt aubmlpée to the S
by the Institution under this subpart.

" Significant financial interest means:
(1] A financial interest consisting of
one or more of the following interests of

the Investigator (and those of the
Invastigator's spouse and dependent
children) that reasonably appears to ba
related to the lu'l.reathat-:ur s insttutional
responsibilities: .

i1] With regard to any pubh-:.lv traded
entity, a significant financial interest
exists if the value of any remuneration
recelved from the entity in the twelve
months preceding the disclosure and
the valua of any aquity interest in the
entity as of the date of disclosure, when
agpregated, excesds $5,000. For
purposes of this definition,
remuneration includes salary and any

ayment for services not otherwise
identified as egalary [e.g., -:-:-nsultmg fees,
honoraria. paid authorship): aquity
interest includes any atl:u:.E stock
Etion or other ownership interest, as

termined through reference to public

prices or other reasonahls measures of
fair market value:

(i1) With regard to any non-publicly
traded entity, a sj,r..rmfrca.ﬂt financial
interest exists if the value of any
remuneration received from the entity
in the twalve months preceding the
disclosure, when aggreagated, exceads
%5,000, or when tha\Inxest%Etm [or the
Investigator's spouse or dependent
children) holds any equity interest (e.g.,
stock, stock n:lptn:nn or other -:-wna.rshlp
interest]; or

(iii] Intellactual property rights and
interests (e.g.. patents, CDP‘-T]E,]:I.I:E] upon
receipt of income related to such rights
and 1nterests,

(2] Investigators also must discloss
the ocourrence of any reimbursed or
sponsored travel (i.e., that which is paid
on behalf of the Investigator and not
reimbursad to the Investigator so that
the exact monetary valus may not be
readily available], related to their
institutional responsi bilities: provided,
howeser, that this disclosure
requirement does not apply to travel

that is reimbursed or sponsorad by a
Federal, state, or local qmerﬂ.mant
agency, an Institution of higher
education as defined at 20 11.5.C,
1001(a), an academic teaching hospital,
a medical center, ar a research institute
that 1=z affiliated with an Institution of
higher education. The Institution's FCOI
policy will specify the details of this
disclosure, which will includs, ata
minimum, the purpozge of the trip, the
identity of the sponsor/organizer, the
destinaticn, and the duration. In
accordance with the Institution’s FOOI
policy, the institutional officialis] will
determine if further information 12
neaded, including a determination or
disclosure of monstary 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 psud by
the Institution to the Inv estigator if the
Investigator is currently amplcrvad or
otherwise appointed b'.. the Insttution,
including intellectual Pmpartv rights
assigned to the Institution and
agreements to share in royvalties related
to such rights; any ownership interest in
the Institution held by the Investigator,
if the Institution i= a commercial ar far-
profit organization: income from
investment vehicles, such as mutual
funds and retirement accounts, as lo
as the Investigator does not directly
control the investment decisions made
in these vehicles; income from
saminara, lacturas, or teaching
engagements sponsored by a Federal,
stata, or local government agency, an
Institution of higher education as
defined at 20 UL.5.C. 1001(a), an
aoademic teaching hospital, a medical
center, or a research institute that is
affiliated with an Institution of higher
education; or income from service on
advisory committess or review panels
for a Federal, state, or local n:lxarn.mant
BEENCY, 8N Institution of hi
aducation as defined at 20 11, S C.
1001(a), an academic teaching hospital,
a medical center, or a ressarch mmshtute
that 1s affiliated with an Institution of
higher education.

mall Business Innovation RHesearch

[SBIK) 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 97-219, the
Small Business Innovaton Development
Act, as amended. For purposes of thi
gubpart, the term SBIE Program also
includes the Small Business Technology
Transfer (STTR) Program, which was
eatablished by Public Law 102-564.
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5506804 Responsibilities of Institutions
regarding Investigator financial conflicts of
intarest.

Each Institution shall:

(a] Maintain an up-to-date. written,
enforced policy on financial conflicts of
interest that complies with this aubpart-
and maks such policy available viaa
publicly a.-:-:asaile Weh site. If the
Institution does not have any current
presence on a puhblicly accessible Web
gite (and only in those cases), the
Institution shall make its written olicy
availahle to any requestor within ?11.3
business days aof a request. If, however,
the Institution AcqUITes A presence on a
pubh-::lv accessible Wah site dLL['l]'.IE tha
time of the PHS award, the requirement
to post the information on that Web site
will apply within 30 calendar days. If an
Ingtitution maintains a policy on
finanacal conflicts of interest that
includes standards that are more
sl:rmqant than this subpart [e.g., that
raquire 8 more extensive disclosurs of
financdial interests), the Institution shall
adhera to its policy and shall provide
F'CDI orts regarding identified

nancial conflicts of interest to the FHS
.r'Lwa.rqu l:n:lmpcu:Lant in accordance
with the Institution’s own standards and
within the timeframe prescribed by this
subpart,

(k] Inform each Investigator of the
Institution’s policy on financial
conflicts of interest. the Investigator’s
responsibilities regarding disclosure of
gignificant financial interests, and of
these regulations, and require each
Investigator to complete training
regarding the same prior to engaging in
regearch related to any PHS-fundad
grant and at least every four years, and
J.rn.mrachatalv when any of the following
circumstances apply:

(1] The Institution revises its inancial
conflict of interast policies or

rocadures in any manner that affects
the requirements of Investigators;

(2] An Investigator is new to an
Institution; or

(3] An Insttution finds that an
Investigator is not in compliance with
the Institution's financial conflict of
interest policy or management plan,

(] If the Institution carries out the
PHS-funded ressarch through a
subraml:-mnt le.g. subcontractors or
consortium members), the Institution
(awardee Insttution) must take
reasonable steps to ensure that any
gubrecipient Investigator -::Dmpllaa with
this subpart by:

(1} Im:u:-rpn:nratmq Hsgmt of a written
agreament with the subrecipient terms
that establish whether the inancial
conflicts of interest policy of the
awardee Institution or that of the

subnamplant will apply to tha
subrecipient’s Iuvaatgatnra

(1] If the subrecipient’s Investigators
must comply with the subrecipient’s
financial conflicts of interest policy. the
subrecipient shall certify as part of the
agreement referenced above that its
p-:-].mv complies with this subpart. If the
subrecipient cannot provide such
cartification, the agreement shall state
that subrecipient Imaahqatnm are
subject to the financial conflicts of
intarast policy of the awardee
Institution for disclosing significant
financial interests that are directly
related to the subrecipient’s work for the
awardes Institntion;

(ii] Additionally, if the subrecipient’s
Invastigators must comply with tE
subrecipient’s financial conflicts of
intarast pnhc'. the n,gﬁaamsnt
raferenced above shall specify time
periodis] for the subrecipient to report
all identified financial conflicts ?
intarast to the awardes Institntion. Such
time period(s=) shall be sufficient to
enable the awardee Institution to
provide imely FCOI raports, as
necessary, to the PHS az required by this
subpart;

(i11) Alternatively, if the subrecipient’s
Invastigators must comply with the
awardes Institnbon’s inancial conflicts
of interast policy, the agresment
raferenced above shall specify time
periodis] for the subrecipient to submit
all Investigator disclosures of significant
financial interests to the awardee
Institution. Such time periodis] shall ba
sufficient to enable the awardee
Institution to comply timely with its
TEVIEW, T8 ant. and raport
D]:I]l tmmﬁﬂ this subpart i

2] Providing FCOI reports to the PHS
a'-'Lwa.rqu D:rmpl:unent regarding all
financial conflicts of interest of all
subrecipient Investigators consistent
with this subpart, i.e., prior to the
expenditure of funds and within 60
daye of any subsequently identified
FCOL

(d) Designate an institutional
official(s) to sclicit and review
disclosures of significant financial
interests from each Im'astigat-:u' who 12
pla.unmq ta 1:|E|.rt1-::11:-ata 1n, Or 18
parhcnli-:tng in, the PHS-funded
Tessarc

(11 Require that each Investigator
who is planning to participate in ‘the
PHS-funded ressarch discloss to the
Institution’s designated officialis] the
Invastigator's significant financial
intarasts (and those of the Investigator’s
Eﬂuas and dependent children) no later

the time of application for FHS-
fundad resaarch.

(2] Require each Investigator who is
participating in the PHS-funded

regearch to submit an updated
disclosure of significant financial
interests at least annually, in accordance
with the specific time Parmd prescribad
by the Institution, during the period of
the award. Such disclosure shall
include any information that was not
disclosed initially to the Instituion
pursuant to PEI.'[‘EI.E,[‘EIP]:I. (e)i1) of this
section, or in a subsequent disclosure of
gignificant financial interests [e.g.. any
financial conflict of interest identifie
on a PHS-funded project that was
transferred from another Institution),
and shall include up dated information
regarding any previously disclosed
significant financial interest (e.g., the
upd&ted value of a previously -:va:.ln:rsed
ity intersst).

l:l[E | Bequire each Investigator who is
parhcll?:tmg in the PHS-funded
regearch to submit an updated
disclosure of significant financial
interests within thirty u:la‘i:..s of
discovering or acquiring |e.g., thro
pumhas!enﬁu.magéa Drnf'nhsrltanc:a]JE'h
naw significant Ainancial interast.

(f] Provide guidelines consistent with
this subpart for the designated
institutional official(=) to determine
whether an Investigator's significant
financial interest is related to PHS-
funded research and, if so related,
whether the significant financial interest
is a financial conflict of interest, An
Investigator's significant financial
interast iz related to PHS-funded
research when the Institution, thro
its dﬂaig,uated officialis], reasonably
datermines that the significant financial
interest: could be affected by the FHS-
funded research; or is in an entity
whose financial interest could be
affected by the research. The Institution
may involve the Investigator in the
desipgnated 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 designated
-:nﬁ'in::ial[s] reasonahbly determines that

the .9 ificant inancial interest could
v and significently affect the
dsm -::Dndu-:t or reporting of the

PHS-fu.uded research.

(g) Take such acticns as necessary to
manage financial conflicts of interast,
inv:luding any financial conflictz of a
gubrecipient Im'astigatn:u' pursuant to
paragraph (c) of this secion.
Management of an identified financial
conflict of interest requires development
and implementation of a management
pla.u and, if necessary. a retrospective
review and a Jmtlg,atmn report pursuant
to § 50.605(a).

(h) Provide initial and ongoing FOOI
reports to the PHS as required pursuant
to B B0.GOS(h].
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(i) Maintain records relating to all
Investigator disclosures of financial
interests and the Institution’s raview of,
and response to, such disclosures
[whethar or not a disclosure resulted in
the Institution's determination of &
financial conflict of interest) and all
actions under the Institution’s policy or
ratrospactive review, if applicable, for at
least thres years from the date the final
expenditures report is submitted to the
PHS or, where applicable, from other
dates specified in 45 CFR 74.53(b) and
02,42 (b) for different situations.

(j] Establish adequate enforcement
mechanisms and provide for employes
sanctons or other administrative
actions to ensure Investigator
compliance as appropriate,

(k| Certify, in each application for
funding to which thiz subpart applies,
that the Insttution:

{11 Has in effect at that Institution an
up-to-date, written. and enforced
administrative process to identify and
manage financial conflicts of intarest
with respect to all researnch projects for
which funding is sought or received
from the PHS;

(2] Shall promote and enforce
luvaahg,at-:-r DJ]'.I'.I.P].IEI.I:I.CEI with this
subpart's requirements including thosze
Eartﬂm.mg to disclosure of significant

nancial interests;

(3] Shall manage financial conflicts of
interast and pr«:-mde initial and ongoing
F'GDI reports to the PHS Awarding

}:-:-nant consistant with this subpart;

4) Agrees to make information
Ena:labla promptly upon request. to the
HHS relating to any Investigator
disclosure of financal interests and the
Institution’s raview of, and responsa to,
such disclosure. whether or not the
disclosure resulted in the Institution’s
determinaton of a financial conflict of
intarest; and

(5] Shall fully comply with the
raquirements of this subpart.

§50.805 Management and reporting of
financial conflizts of interest.

(a) Management of financial conflicts
aof intarest.

(11 Prior to the Institutions
expanditure of any funds under a PHS-
funded research project, the designated
afficializ] of an Institution zhall,
consistant with § 50604 (f): reviaw all
Investigator disclosures of significant
financial interests; determine whether
any significant financial interests relate
o PHS-funded ressarch; determine
whether a financial conflict of interest
exists; and, if so. develop and
implement a management plan that
ghall gpecify the actions that have been,
and shall be, taken to manage such
financial conflict of interest. Examples

of conditions or restriciions that might
b= imposed to manage a financial
conflict of interest include, but are not
limited to:

(1] Puhlic dizclosure of Ainancial
conflicts of interest (e.g., when
presenting or publishing the regesarch);

(i1} For research projects involving
humean subjects research, disclosure of
financial conflicts of interest directly to
participants;

(iil] Appointment of an independent
monitor capable of taking measures to
protect the design, conduct, and
raporting of the research against bias
resulting from the Anancial conflict of
intarest;

(iv] Modification of the ressarch plan;

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

(v1] 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,
Eniuvaaﬁgﬁtm who iz new to
51.5 articipating in the research project

closes a significant financial interest
or an existing [nvestigator discloses a
naw Bign.ificaut financial interest to the
Institution, the designated official(s) of
the Institution shall, within sty days:
review the disclosure of the a1:p:uf1ca.ut
financial interest; determine whether it
1= related to PHS-funded ressarch;
determine whether a financial conflict
of interest exists; and, if a0, implement,
on at least an interim baziz, a
management plan that shall specify the
achons that have been, and will be,
taken to manags such financial conflict
of interast. Depending on the nature of
the significant financial interest, an
Institution may determine that
additional interim measures are
NACegsary withrag,a:d to the
Investigator's participation in the PHS-
funded research project between the
date of disclosure and the completion of
the Institution's review.

(3] Whenever an Insttution 1dentifiss
a significant financial interest that was
not discloged timely by an Investigatar
ar, for whatever reason, was not

raviously reviewed by the Institution

1.11'11'11?l an ongoing PHS-funded ressarch
project (e.g.. was not timely reviewad or
raported by a subran::ll:nant] the
d.EElE,I:I.EtEII official(z) shall, within sixty
days: review the significant financial
interest; determine whether it i= related
to PHS-funded research; determine
whether a financial conflict of interest
axists; and, if so:

(i) 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 going forward;

(1) A) In edditicn, 1&9119&'91' a
financial conflict of interest is not
identified or managed in a Hmely
manner including failure by the
Investigator to disclose a significant
financial interest that is determined by
the Institution to constitute a financial
conflict of interast: 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 Institution shall,
within 120 days of the Institution's
determination of noncompliance,
complste a retrospective review of the
Investigator's activities and the PHS-
funded research project to determine
whether any PH5-funded mesearch. or
portion thereof, conducted during the
time pariod of tha noncompliance, was
hissad in the design. conduct, or

orting of such reseanch,

E]EJ B) The Institution is raquired to
document the retrospective review; such
documentation shall include, but not
necassarily ba imited to, all of the
following key slements:

(1) Project number;

(2] Project title;

131 POVPL or contact PIVPL if a
mult1ﬁa POVPI madel iz used;

{4} Mame of the Investigator with the
FCOL;

{5)Mame of the entity with which the
Inwvestigator has a financial conflict of
interast;

(&) Reason(z) for the retrospective
review:;

(7! Detailed methodology used for the
retmspectve review (2.4, :math-:-dol-:-qv
of the review process. composition of
the review panel, documents raviewad);

{&! Findings of the review; and

{9} Conclusions of the review.

(111) Bas=d on the results of the
retrospectve review, if a iate, the
Inatiﬁﬁinn shall update tEl.ax;farmn usly
submitted FCOI report, specifving the
actions that will be taken to manage the
financial conflict of interest goin
forward. If bias is found. the Institution
is required to notify the PHS Awarding
D:-mpu:-uant pr-:umptlv and submit a
mitigation report to the PHS Awarding
Component. The mitigation report must
include, at a minimum, the key
elements documented in the
retrogpective review sbove and a
description of the impact of the bias on
the research project and the Institution’s
plan of action or actions taken to
eliminate or mitigate the effect of the
hias (e.g.. impact cn the ressarch
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project; extent of harm done, including rices or other reasonable measures of of interest and eliminates it prior to the
any qualitative and quantitative data to ir market value. expanditure of PHS-awarded funds, the

Euppnrt any actual or future harm;
analysis of whether the ressarch projact
13 Bal\rﬂqeabla] Thereafter, the
InsHtution will submit FCOI reports
annually, as specified elsewheare in this
subpart. Depending on the naturs of the
financial conflict of interest, an
Institution may determine that
additional interim meassures are
necessary with regard to the
Investigator’s PsrhciPEﬁDn in the PHS-
funded ressarch project betwesn the
date that the financial conflict of
interest or the Investigator’s
noncompliance is determined and the
completion of the Institution’s

ratr-:-.a active raview.

"henever an Institution
melamanta 8 management plan
pursuant to this aubpart the Institution
shall monitor Investigator compliance
with the management plan on an
ongoing basis until the completion of
the PH5-funded research n]an::t

(5)(1) Prior to the Institution’s
expanditure of any funds under a PHS-
funded research project. the Institution
shall ensure public accessibility, via a
publicly accessible Web site or written
response to any requestor within five
business days of a raquest, of
information concerning any significant
financial interest discloged to the
Institution that maeats the following
thres criteria:

(4] The significant financial interest
was disclosed and is still held by the

senior/key personnel as defined by this

su]:]r;part; o )
(Bl The Insttution determines that the
significant financial interest is related to
the PHS-funded research; and

(C) The Institution determines that the
gignificant financial interest is a
financial conflict of interest,

(11) The information that the
Insttution makes availahle via a
publicly accessible Web site or written
response to any requestor within five
business days of a request, shall
include, at a minimum, the following:
the Investigator's namsa; the
Investigator’s title and role with respect
to the research project: the name of the
entity in which the significant financial
interast 1z held; the nature of the
significant financial interest; and the
prmximate daollar value of the
significant financial interest (dollar
ranges are permissible: $0—54.009;
$5,000—59.099; $10.000-519,0099;
amounts batween $20.000—-5100.000 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

(i11) If the Institution uses a publicly
accassible Web site for the purposss of
this subsection, the information that the
Institution posts shall be updated at
lrast annually. In addition, the
Institution shall update the Web site
within sixty da'.s of the Institution’s
receipt ar identification of information
n:c'.u-:armng any additional significant
financial interest of the senicr/key
personnel for the PHS-funded research
project that was not praviously
dizclozed, or upon the disclosure of a
significant financial interest of sanior/
key personnel new to the PHS-funded
rassarch project, if the Institution
determines that the significant financial
interest iz related to the PHS-funded
ressarch and 1s a financial conflict of
interest. The Wehb site shall note that the
information provided is current as of the
date listed and is subject to updates, on
at least an annual basis and within 60
days of the Institutiom’s identification of
a new financial conflict of interest. If the
Institution regponde to written requests
for the purposes of this subsection, the
Institution will note in its written
responss that the information provided
1= current ags of the date of the
correspondence and is subject to
updatas, on at least an annual basis and
within &0 days of the Institution’s
identification of a new financial conflict
of interest, which should be requestad
subsaquently by the requestor.

[i\r]‘:}.u.fmnmtnn concerning the
significant financial interests of an
individual subject to pEu'E[.I,m [a][E] of
this secton shall remain ava
responsss to written requests or fn:u'
posting via the Institution's publicly
accassible Web site for at least threa
vears from the date that the information
was most recently updated.

(6] In addition to the typas of
financial conflicts of interest as defined
in this subpart that must be managed
pursuant to this section, an Institution
may require the managemant of other
financial conflicts of interest inits
policy on financial conflicts of interest,
ag the Institution desmas Eplprn:-pnata
_ [b) Reporting of financial conflicts of
interest.

(1] Prior to the Institution's
expenditure of any funds under a PHS-
funded research ject, the Institution
shall provida to tia FHS Awarding
Component an FCOT report raqardmg
any Investigator's significant financial
interest f-:-u.udbv the Institution to b
conflicting and ensure that the
Institution has implementad a
management plan in accordance with
this subpart. In cases in which the
Institution identifies a Anancial conflict

Institution shall not submit an FOOI
report to the PHS Awarding Componant.
E'][:\2] For any significant financi
interest that the Insttution identifies as
-:u:u:lflln::hn,gl aubsaqluant to the
Institution’s initial FOOI report during
an cngoing PHS-funded research project
[e.g., upon the participation of an
Investigator who is new to the research
project]. the Institution shall provide to
the FHS Awarding Component, within
sinty days, an I report regarding the
financial conflict of interest and ensure
that the Institution has implementsd a
management plan in accordance with
this subpart. Pursnant to paragraph
(al(3)(11] of this section, where such
FCOI report involves a significant
financial interest that was not disclosed
timely by an Investigator or, for
whataver reason. was not previously
reviawed or managed by the Institution
[e.g.. was not imely reviewed or
reportad by a subrecipient), the
Institution also is required to complste
a retrospective review to determine
whether any FHS-funded research. or
portion thereof, conducted prior to the
identification and mansgement of the
financial conflict of interest was biased
in the dasign. conduct. or reporting of
such ressarch. Additionally. pursuant to
paragraph {ali3](111) of this secton, if
bias is found, the Institution is required
to notify the PHS a"'L'I.'L"E.‘[‘IZ].‘I.]'.I.E, G:umpcunant
prn:-mpﬂv and submit a mitigation report
to the PHE Awarding Component.

(3] Any FOOI report required under
paragraphs (b)i 1) or (B)(2] of this section
ghall include sufficient information to
enable the PHS Awarding Component to
understand the nature and extent of the
financial conflict, and to assess the
appropriatensss of the Institution’s
management plan. Elements of the FOOI
report shall include. but are not
nacassarily limited to the following:

(il Project number;

(1] FOVPI ar Contact POVP ifa
multiple PIVPI model 15 nsed;

(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
interast;

[v] Natura of the inancial interast
(e.g.. equity, consulting fes, travel
reimbursement, honorarium];

(vi] Value of the financial interest
[dollar ranges are permissibla: $0-
#4.000; $5.000—-50.099; 510,000
$19,909; amounts between $20,000—
$100,000 by increments of $20,000;
amounts above §100,000 by increments
of $50.000], or a statement that the
interest 13 one whose value cannot be
readily determined through reference to
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public prices or other reasonabla
measures of fair market value;

(viil A description of how the
financial interest relates to the PHS-
funded research and the bas=is for the
Institution’s determination that the
financial interest conflicts with such
research; and

(viii) A description of the key
elements of the Insttution’s
managemeant plan, including

{A) Role En:s principal dutlea of the
conflicted Investigator in the research

pr«:ﬂect'. o
(B) Conditions of the management
lan;

(C) Henw the management plan is
designed to safeguard objectivity in the
research project:

(I Confirmation of the Investigator's
agreament to the management plan;

(E] How the management P].E:IP]'.I. will be
monitorad to ensure Investigator
compliance; and

(F) Other information a=s needed.

(4] For any financial conflict of
interest previously reportad by the
Institution with regard to an ongoing
PHE-funded research project. the
Institution ghall provide to the PHS
Awarding Component an annual FOOI
raport that addresses the statuz of the
financial conflict of interest and any
changes to the managament plan for the
duration of the PHS-funded research
project. The annual FOOI report shall
spacify whether the financial conflict is
etil] being managed or explain why the
financial conflict of interest no longer
exists, The Institution shall provide
annual FCOI reports to the PHS
Awarding Component for the duration
of the project period (including
extensions with or without funds) in the
time and manner specified by the PHS
Awarding Component.

(5] In addition to the types of
financial conflicts of interest as dafined
in this subpart that must be reported
pursuant to this section, an Institution
may require the reporting of other
financial conflicts of interest in its
policy on financial conflicts of interest,
as the Institution deems appropriate.

550805 Remediss.

(a) If the failure of an Investigator to
comply with an Institution’s inancial

icts of interest policy or a financial

CDJ‘.IﬂlEt of interest management plan
appears to have biased the design,
conduct, or reporting of the PHS-funded
research, thaB]EBﬁtutinu ghall promptly
notify the PHS Awarding Component of
the corrective achion taken ar to be
taken. The PHS Awarding Component
will consider the situation and, as
necessary, take appropriate action, or
rafer the matter to the Institnton for

further action, which may include
directions to the Institution on how to
maintain appropriate objectivity in the
PHS-fundad research project. PHS may,
for example. require Instituticns
emploving such an Investigator to
enforce any applicable corrective
acticns prior to a PHS award or when
the transfer of a PHS grant(s) involves
such an Investi

(bl The 1:'H51§..‘5 Er-:h.uq Component
and/or HHS may inquire at any time
before, during, or after award into any
Invastigator disclosure of financial
interests and the Institution’s review
(including any retrospective raview) of,
and response to, such disclosure,
ragardless of whether the disclosure
rasulted in the Institution’s
determination of a financial conflict of
interest. An Institution is required to
submit, or permit on site review of, all
racords pertinent to compliance with
this subpart. To the extent permitted by
law. will maintain the
con fidentiality of all records of inancial
interests, On the basis of its review of
racords or other information that may be
available, the PHS Awarding
Component may decide that & particular
financial conflict of interest will bias the
objactivity of the PHS-funded research
to such an extent that further corrective
acticn is needed or that the Institution
has not managed the financial conflict
of interast in accordance with this
subpart. The PHS Awarding Component
may determine that impoasition of
special award conditions under 45 CFR
74.14 and 92.1Z. or suspension of
funding or other enforcement action
under 45 CFR 74.62 and 92,43, is
nacegeary untl the matter 1= resolved.

(c) In any casa in which the HHS
determines that a PHS-funded projact of
clinical research whose purposs is to
evaluata the safaty or effectivensss ofa
drug, medical device, or treatment has
been designed, conducted. or reported
by an Investigator with a financial
conflict of interest that was not managed
or reported by the Institution as
required by this subpart, the Institution
ghall require the Investigator involved to
disclose the financial conflict of interest
in each public presentation of the
rasults of the research and to request an
addendum to previously published
presentations.

550607 Other HHS regulations that apply.
Sewveral other regulations and policies
apply to this E:-‘]:FErt. They include, but
are not necessarily limited to:
Ea.rt a7 E—Nn:unprn-:u.ram.ant
arment and suspension (HHS)

42 CF'R art 50, subpart T—Public
th Service grant appeals
pmcadum

45 CFR part 16—Proceduras of the
Departmental Grant Appeals Board

45 CFR part 74—Uniform administrative
raquiraments for awards and
subawards to institutions of higher
aducation, hospitals, other
nonprofit organizations, and
commercial organizations

45 CFR part 79—Program fraud civil
remedies

45 CFR part 92—Uniform administrative
maquirements for grants and
cooparative agreements to State.
local, and tribal governments

TITLE 45—PUBRLIC WELFARE
m 2. Fevige Part 94 to read as followa:

PART 894—RESPONSIELE
PROSPECTIVE CONTRACTORS

Sec,

44.1 Purposa.

64.2  Applicability.

84,3 Definitions,

a4.4 RE?DIISI.I:IJ]]‘IJEG of Institutions
regarding Investigator linancial condflicts
of interast.

24.5 Management and reporting of financial
conflicts of interast,

4.6 Femadies.

Authority: 42 .50 216, 260b—1, 280c—
4.

594.1 Purpose.

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

£04.2 Applizability.

This part is applicable to each
Institution that submitz a naal, or
that receives, Public Haslt%rﬁrw.-:e
(PHS) research funding by means of a
contract and. through the
implementation of this part by the
Institution, to each Inv estlgat-:ir who is
planning to participate in, or is
Eﬂrﬁcipating in such research; provided.

owever, 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
ovides arty ar services under
lziutmct ﬁgﬂs direct benefit or use of

the Federal Government.

Disclosure of sigrificant financial
interests means an Investigator's
disclosure of significant financial
interests to an Insttution.

Financial conflict nfmteres't [(FCOT)
means a significant financial interest
that could -:'lmactl‘, and significantly




