
Policy och riktlinjer angående ansökningar/beviljade medel från 
federala amerikanska finansiärer 

l projekt där medel beviljas från federala amerikanska finansiärer så som 
National lnstitutes of Health (NI H) eller motsvarande kan krävas att 
Linköpings universitet uppfyller ett antal villkor som enligt amerikansk 
lagstiftning ställs på mottagare av beviljade medel. De krav som ställs 
avser huvudsakligen att en redovisning av ekonomiska intressekonflikter 
ska göras. Motsvarande krav finns i många delar redan inom svensk 
lagstiftning men istället för att redogöra för hur denna fungerar kan det vara 
lämpligt att redovisa rådande förhållanden på det sätt som önskas. 

Riktlinjerna i detta dokument samt tillhörande bilagor avser att säkerställa 
att de villkor som i amerikansk lagstiftning ställs på redovisning av 
ekonomiska konflikter uppfylls i de projekt där medel beviljats från federala 
amerikanska finansiärer. 

Linköpings universitet beslutar att bifogade riktlinjer ska användas vid 
projekt där så begärs. 

Beslut i detta ärende har fattats av prorektor Karin Fälth-Magnusson efter 
föredragning av universitetsjurist Elisabet PermvalL Närvarande vid 
beslutet har varit universitetsdirektör Kent Waltersson, chefsjurist Göran 
Hessling, forskningsdirektör Per Dannetun, studentkårsrepresentant Albin 
Mannerfelt samt sekreterare Aneth Andersson. l beredningen av ärendet 
har Mårten Resander vid Grants Office deltagit. 
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Dessa riktlinjer gäller för ansökningar till och beviljade medel från federala amerikanska 
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finansiärer, särskilt Nationallnstitutes of Health (NI H). Dessa regler avser säkerställa att Linköpings 
universitet uppfyller de villkor som ställs på redovisning av ekonomiska intressekonflikter (FCOI) och som 
framgår av den amerikanska federala lagstiftningen 42 CFR part 50, Subpart F, "Responsibility of 
Applicants for Promoting Objectivity in Research for which PHS Funding is sought". 

Varje forskare ska redovisa: 

a) sådana betydande ekonomiska intressen (SFI) som kan anses vara relaterade till forskarens 
förpliktelser gentemot Linköpings universitet och som framgår av bilaga A, och 

b) sådana reseersättningar och betalda resor som har betalats av annan part än Linköpings universitet. 
Inför en ansökan ska ersättningar och resor sex (6) månader före ansökan redovisas. 

Redovisningen ska ske på formulär som återfinns i bilaga A. Det ifyllda formuläret lämnas till Grants 
Office. Detta ska ske i samband med samrådet inför en ansökan och därefter minst årligen eller så fort 

förhållandena ändrats. 

Om det framkommer att sådana betydande ekonomiska intressen som avses i punkt a) ovan föreligger, 
ska universitetsdirektören bedöma om det betydande ekonomiska intresset är relaterat till den aktuella 
forskningen och om, i så fall, det föreligger en intressekonflikt. Ett ekonomiskt intresse ska anses vara 
relaterat till den aktuella forskningen om intresset kan påverkas av forskningen eller om intresset är 
kopplat till en organisation vars ekonomiska intressen kan påverkas av forskningen. En intressekonflikt 
föreligger om det ekonomiska intresset skulle kunna direkt och i betydande grad påverka forskningens 
upplägg, genomförande eller rapportering. 

Universitetsdirektören ska besluta om hur en eventuell intressekonflikt ska hanteras. Bedömningen ska 
dokumenteras i ett skriftligt beslut. Grants Office ansvarar för att beslutet diarieförs och för att aktuell 
forskare erhåller en kopia av beslutet. Grants Office ansvarar också för att intressekonflikter i 
förekommande fall rapporteras till aktuella finansiärer. 

l de fall Linköpings universitet är huvudmottagare av medel som ska vidareförmedlas till annan 
mottagare ska Linköpings universitet ansvara för att mottagaren skriftligen åtar sig att följa tillämpligt 
regelverk om intressekonflikter. 

Utöver dessa riktlinjer ska alltid relevant svensk lagstiftning följas. 
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(1) A financial interest consisting of one or more of the following interests of the lnvestigator (and those 
of the lnvestigator's spouse and dependent children) that reasonably appears to be related to the 
lnvestigator's institutional responsibilities: 
(i) With regard to a ny publicly traded entity, a significant financialinterest exists if the value of a ny 
remuneration received from the entity in the twelve months preceding the disclosure and the value of any 
equity interest in the entity as of the date of disclosure, when aggregated, exceeds $5,000. For purposes 
of this definition, remuneration includes salary and a ny payment for services not otherwise identified as 
salary (e. g., consulting fees, honoraria, paid authorship ); equity interest includes any stock, stock 
option, or other ownership interest, as determined through reference to public prices or other reasonable 
measures of fair market value; 
(ii) With regard to a ny non-publicly traded entity, a significant financia/ interest exists if the value of an y 
remuneration received from the entity in the twelve months preceding the disclosure, when aggregated, 
exceeds $5,000, or when the lnvestigator (or the lnvestigator's spouse or dependent children) holds any 
equity interest (e.g. Stock, stock option, or other ownership interest); or 
(iii) lntellectual property rightsand interests (e. g., patents, copyrights), upon receipt ofincome related to 
such rights and interests. 
(2) lnvestigators also must disclose the occurrence of any reimbursed or sponsored travel (i. e. , that 
which is paid on behalf of the lnvestigator and not reimbursed to the lnvestigator so that the exa et 
monetary value maynot be readily available), related to their institutional responsibilities; provided, 
however, that this disclosure requirement does not apply to travel that is reimbursed or sponsored by a 
Federal, state, or local government agency, an Institution of higher education as defined at 20 U.S.C. 
1001(a), an academic teaching hospital, a medical center, or a research institutethat is affiliated with an 
Institution of higher education. 
(3) The term significant financialinterest does not include the following types of financial interests: 
- salary, royalties, or other remuneration paid by the Institution to the lnvestigator if the lnvestigator is 
currently employed or otherwise appointed by the Institution, including intellectual property rights 
assigned to the Institution and agreements to share in royalties related to such rights; 
- any ownership interest in the Institution held by the lnvestigator, if the Institution is a commercial or for 
profit organization; 
- income from investment vehicles, such as mutual funds and retirement accounts, as Iong as the 
lnvestigator does not directly control the investment decisions made in these vehicles; 
- income from seminars, lectures, or teaching engagements sponsored by a Federal, state, or local 
government agency, an Institution of higher education as defined at 20 U.S.C1001(a), an academic 
teaching hospital, a medical center, or a research institute that is affiliated with an Institution of higher 
education; 
- or income from service on advisory committees or review panels for a Federal, state, or local 
government agency, an Institution of higher education as defined at 20 U .S.C. 1001(a), an academic 
teaching hospital, a medical center, or a research institute that is affiliated with an Institution of higher 
education. 
lnvestigator means the project di rector or principal lnvestigator and a ny other person, regardless of title 
or position, who is responsible for the design, conduct, or reporting of research funded by the PHS, or 
proposed for such funding, which may include, for example, collaborators or consultants. 
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The Principal lnvestigator and other investigators that s hare responsibility for the design, conduct or 
reporting of projects sponsored by certain American agencies, must declare their Significant Financial 
lnterests. 

Sponsor: ___________ _ 

Reason for disclosure: 
D New Proposal D Annual Revision 
D New lnvestigator D New Interest Obtained 

Title of Proposal: --------------------------­
Proposal or Award No.: -------------------------

Disclosure and Certification 
By signature below, each individual certifies that either no Significant Financial Interest exists orthat a 
complete listing of all financial interests is provided in a supplement. All individuals narned below further 
acknowledge their responsibility to disclose any new Significant Financial Interest obtained during the 
term of the award. 
For a definition of Significant Financial Interest and lnvestigator, please see page 2. 
The Principallnvestigator's signature certifies that all individuals required to make disclosures have been 
Iisted below. 

Do you, your spouse or co-habitant (Sw. sambo), or your dependent children have a Significant Financial 
Interest related to the work to be conducted under the proposed project? 
1. ___________ ___ _ 

Signature (Principal lnvestigator) Date D No D Yes (supplement) 

Name of Principal lnvestigator 

2. ______________ __ D No D Yes (supplement) 
Signature (Other lnvestigator) Date 

Name of lnvestigator 

3. ______________ ___ D No D Yes (supplement) 
Signature (Other lnvestigator) Date 

Name of lnvestigator 

Linköpings uniYelsitet 
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42 CFR Chapter 1 Subpart F 

§ 50.601 

Purpose. 
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This subpart promotes objectivity in research by establishing standards that provide a reasonable expectation that the design, 

conduct, and reporting of research funded under Public Health Service (PHS) grants or cooperative agreements will be free from 

bias resulting from Iovestigator financial conflicts of interest 

§ 50.602 

Applicability. 

This subpart is applicable to each Institution that is applying for, orthat receives, PHS research tunding by means of a grant or 

cooperative agreement and, through the implementation of this subpart by the Institution, to each Iovestigator who is planning to 

participale in, or is participating in, such research; provided, however, that this subpart does not apply to SBl R Program Phase l 

applications. In those few cases where an individual, rather than an Institution, is applying for, or receives, PHS research 

funding, PHS Awarding Components willmake case-by-case determinations 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. 

As used in this subpart: 

Disc/osure of significant financialinterests means an lnvestigator's disclosure of significant financial interests to an Institution. 

Financial conflict of interest (FCOI) means a significant financial interest that could directly and significantly affect the design, 

conduct, or reporting of PHS-funded research. 

FCOI report means an lnstitution's report of a financial conflict of interest to a PHS Awarding Component. 

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

HHS means the United states Department of Health and Human Services, and any components of the Department to which the 

authority involved may be delegated. 

Institution means any domestic or foreign, public or private, entity or organization (excluding a Federal agency) that is applying 

for, orthat receives, PHS research funding. 

lnstitutional responsibilities means an lnvestigator'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 committee memberships, and service on panels such as lnstitutional 

Review Boards or Data and Safety Monitoring Boards. 

lnvestigator means the project director or principallnvestigator and any other person, regardless of title or position, who is 

responsible for the design, conduct, or reporting of research funded by the PHS, or p roposed for such funding, which may 

include, for example, collaborators or consultants. 

Manage means taking action to address a financial conflict of interest, which can include reducing or eliminating the financial 

conflict of interest, to ensure, to the extent possible, that the design, conduct, and reporting of research will be free from bias. 

Linkopings universitet 
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PD/PI means a project director or principallnvestigator of a PHS-funded research project; the PD/PI is included in the definitions 

of senior/key person n el and Iovestigator under this subpart 

PHS means the Public Health Service of the U.S. Department of Health and Human Services, and an y components of the PHS 

to which the authority involved may be delegated, including the Nationallnstitutes of Health (NI H}. 

PHS A warding Component means the organizational u nit of the PHS that funds the research that is subject to this subpart 

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

Research means a systematic investigation, study or experiment designed to develop or contribute to generalizable knowledge 

relating broadly to public health, including behavioral and social-sciences research . 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 drug). As used in 

this subpart, the term includes a ny such activity for which research tunding is available from a PHS Awarding Component 

through a grant or cooperative agreement, whether authorized under the PHS Act or other statutory authority, such as a 

research grant, career development award, center grant, individual fellowship award, infrastructure award, institutional training 

grant, program project, or research resources award. 

Senior/key personnel means the PD/PI and any other person identified as senior/key personner by the Institution in the grant 

application, progress report, or any other report submitled to the PHS by the Institution under this subpart. 

Significant financialinterest means: 

( 1) A financial interest consisting of on e or mo re of the following interests of the lnvestigator (and those of the lnvestigator's 

spouse and dependent children) that reasonably appears to be related to the lnvestigator's institutional responsibilities: 

(i) With regard to a ny publicly traded entity, a significant financialinterest exists if the value of a ny remuneration received from 

the entity in the twelve months preceding the disclosure and the value of a ny equity interest in the entity as of the date of 

disclosure, when aggregated, exceeds $5,000. For purposes of this definition, remuneration includes salary and any payment for 

services not otherwise identified as salary (e.g., consulting fees, honoraria, paid authorship); equity interest includes any stock, 

stock option, or other ownership interest, as determined through reference to public prices or other reasonable measures of fair 

market value; 

(ii) With regard to a ny non-publiclytrad ed entity, a significant financialinterest exists if the value of a ny remuneration received 

from the entity in the twelve months preceding the disclosure, when aggregated, exceeds $5,000, or when the Iovestigator (or 

the lnvestigator's spouse or dependent children) holds any equity interest (e.g., stock, stock option, or other ownership interest); 

or 

(iii) lntellectual property rightsand interests (e.g., patents, copyrights), upon receipt ofincome related to such rightsand 

inte rests. 

{2) lnvestigators also must disclose the occurrence of any reimbursed or sponsored travel (i. e., that which is paid on behalf of 

the lnvestigator and not reimbursed to the lnvestigator sothat the exact monetary value maynot be readily available), related to 

their institutional responsibilities; provided, however, that this disclosure requirement does not apply to travel that is reimbursed 

or sponsored by a Federal, state, or local govemment agency, an Institution of higher education as defined at 20 U.S.C. 

1001 (a), an academic teaching hospital, a medical center, or a research institutethat is affiliated with an Institution of higher 

education. The lnstitution's FCOI policy will specity the details of this disclosure, which will include, at a minimum, the purpose of 

the trip, the identity of the sponsor/organizer, the destination, and the duration. In accordance with the lnstitution's FCOI policy, 

the institutional official{ s) will determine if furthe r information is needed, including a determination or disclosure of monetary 

value, in order to determine whether the travel constitutes an FCOI with the PHS-funded research. 

(3) The term significant financialinterest does not include the following types of financial interests: salary, royalties, or other 

remuneration paid by the Institution to the lnvestigator if the lnvestigator is currently employed or otherwise appointed by the 

Institution, including intellectual property rights assigned to the Institution and agreements to share in royalties related to such 

rights; a ny ownership interest in the Institution held by the lnvestigator, if the Institution is a commercial or for-profit organization; 
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income from investment vehicles, such as mutual funds and retirement accounts, as Iong as the lnvestigator does not directly 

control the investment decisions made in these vehicles; income from seminars, lectures, or teaching engagements sponsored 

by a Federal, state, or local government agency, an Institution of higher education as defined at 20 U.S.C. 1 001(a), an academic 

teaching hospital, a medical center, or a research institute that is affiliated with an Institution of higher education; or income from 

service on advisory committees or review panels for a Federal, state, or local government agency, an Institution of higher 

education as defined at 20 U.S.C. 1001(a), an academic teaching hospital, a medical center, or a research institutethat is 

affiliated with an Institution of higher education. 

Small Business Innovation Research (SBIR) Program means the extramural research program for small businessesthat is 

established by the A warding Components of the Public Health Service and certain other Federal agencies under Public Law 97-

219, the Small Business Innovation Development Act, as amended. For purposes of this subpart, the term SBl R Program also 

includes the Small Business Technology Transfer (STTR) Program, which was established by Public Law 102-564. 

§ 50.604 

Responsibilities of Institutions regarding lnvestigator 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 subpart, 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 site (and on ly in those cases), the Institutionshall 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 requirement to post the information on that Web site will apply within 30 calendar days. If an Institution 

maintains a policy on financial conflicts of interest that includes standards that are morestringent than this subpart (e.g., that 

require a more extensive disclosure of financial interests), the Institutionshall adhere to its policy and shall provide FCOI reports 

regarding identified financial conflicts of interest to the PHS Awarding Component in accordance with the lnstitution's own 

standards and within the timeframe presenbed by this subpart. 

(b) lnform each lnvestigator of the lnstitution's policy on financial conflicts of inte rest, the lnvestigator's responsibilities regarding 

disclosure of significant tinancia l inte rests, and of these regulations, and require each lnvestigator to complete training regarding 

the same prior to engaging in research related to any PHS-funded grant and at least every four years, and immediately when 

a ny of the following circumstances apply: 

(1) The Institution revises its financial conflict of interest policies or procedures in a ny manner that affects the requirements of 

l nvestigators; 

(2) An lnvestigator is new to an Institution; or 

(3) An Institution finds that an lnvestigator is not in compliance with the lnstitution's tinancia l conflict of interest policy or 

management plan. 

(c) If the Institution carries out the PHS-funded research through a subrecipient (e.g., subcontractors or consortium members), 

the Institution (awardee Institution) must take reasonable steps to ensurethat any subrecipient lnvestigator complies with this 

subpart by: 

(1) lncorporating as part of a written agreement with the subrecipient terms that establish whether the financial conflicts of 

interest policy of the awardee Institution orthat of the subrecipient will apply to the subrecipient's lnvestigators. 

(i) If the subrecipient's lnvestigators must comply with the subrecipient's financial conflicts of interest policy, the subrecipient 

shall certity as part of the agreement referenced above that its policy complies with this subpart. If the subrecipient cannot 

provide such certification, the agreement shall state that subrecipient lnvestigators are subject to the financial conflicts of interest 
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policy of the awardee Institution for disciasing significant financial interests that are directly related to the subrecipient's work for 

the awardee Institution; 

(ii) Additionally, if the subrecipient's lnvestigators must comply with the subrecipient's financial conflicts of interest policy, the 

agreement referenced above shall specity time period( s) for the subrecipient to report all identified financial conflicts of interest 

to the awardee Institution. Such time period( s) shall be sufficient to enable the awardee Institution to provide timely FCOI 

reports, as necessary, to the PHS as required by this subpart; 

(iii) Altematively, if the subrecipient's lnvestigators must comply with the awardee lnstitution's financial conflicts of interest policy, 

the agreement referenced above shall specity time period( s) for the subrecipient to submit alllnvestigator disciasures of 

significant financial interests to the awardee Institution. Such time period( s) shall be sufficient to enable the awardee Institution 

to comply timely with its review, management, and reporting obligations under this subpart. 

(2) Providing FCOI reports to the PHS Awarding Component regarding all financial conflicts of interest of all subrecipient 

lovestigatars consistent with this subpart, i. e., prior to the expenditure offundsand with in 60 days of a ny subsequently identified 

FCOI. 

(d) Designate an institutional official( s) to solicit and review disciasures of significant financial interests from each Iovestigator 

who is planning to participate in, or is participating in, the PHS-funded research. 

(e) (1) Require that each Iovestigator who is planning to participate in the PHS-funded research disclose to the lnstitution's 

designated official( s) the lnvestigator's significant financialinterests (and those of the lnvestigator's spouse and dependent 

children) no laterthan the time of application for PHS-funded research. 

(2) Require each Iovestigator who is participating in the PHS-funded research to submit an updated disciasure of significant 

financialinterests at least annually, in accordance with the specific time period presenbed by the Institution, during the period of 

the award. Such disciasure shall include any information that was not disciased initially to the Institution pursuant to paragraph 

(e)(1) of this section, or in a subsequent disciasure of significant financial interests (e.g ., a ny financial conflict of interest 

identified on a PHS-funded project that was transferred from another Institution), andshall include updated information regarding 

any previously disciased significant financialinterest (e.g., the updated value of a previously disciased equity interest). 

(3) Require each Iovestigator who is participating in the PHS-funded research to submit an updated disciasure of significant 

financial interests within thirty days of discovering or acquiring (e.g., through purchase, marriage, or inheritance) a new 

significant financial interest 

(f) Provide guidelines consistent with this subpart for the designated institutional official( s) to determine whether an lnvestigator'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 lnvestigator'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 financialinterest could be affected by the research. The Institutionmay involve the 

Iovestigator in the designated 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 official( s), reasonably determines that 

the significant financial interest 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 

lnvestigator pursuant to paragraph (c) of this section. Management of an identified financial conflict of interest requires 

development and implementation of a management plan and, if necessary, a retrospective review and a mitigation report 

pursuant to§ 50.605(a). 

(h) Provide initial and ongoing FCOI reports to the PHS as required pursuant to§ 50.605(b). 

(i) Ma inta in records relating to alllnvestigator disciasures of tinancia l interests and the lnstitution's review of, and response to, 

such disciasures (whether or not a disciasure resulted in the lnstitution's determination of a financial conflict of interest) and all 
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actions under the lnstitution's policy or retrospective review, if applicable, for at least three years from the date the final 

expenditures report is submitled to the PHS or, where applicable, from other dates specifled in 45 CFR 74.53{b) and 92.42 (b) 

for different situations. 

(j) Establish adequate enforcement maehanisms and provide for employee sanctions or other administrative actions to ensure 

lnvestigator compliance as appropriate. 

(k) Certify, in each application for tunding to which this subpart applies, that the Institution: 

(1) Has in effect atthat Institution an up-to-date, written, and enforced administrative process to identify and manage financial 

conflicts of interest with respect to all research projaets for which tunding is sought or received from the PHS; 

(2) Shall promote and enforce lnvestigator compliance with this subpart's requirements including those pertaining to disclosure 

of significant financial interests; 

(3) Shall manage financial conflicts of interest and provide initial and ongoing FCOI reports to the PHS Awarding Component 

consistent with this subpart; 

(4) Agrees to make information available, promptly upon request, to the HHS relating to any lnvestigator disclosure of financial 

interests and the lnstitution's review of, and response to, such disclosure, whether or not the disclosure resulted in the 

lnstitution's determination of a financial conflict of interest; and 

(5) Shall fully comply with the requirements of this subpart. 

§ 50.605 

Management and reporting of financial conflicts of interest 

(a) Management of tinancia l conflicts of interest 

(1) Prior to the lnstitution's expenditure of any funds under a PHS-funded research project, the designaled official( s) of an 

Institution shall, consistent with§ 50.604(f): review alllnvestigator disciasures of significant financial interests; datermine 

whether any significant financial interests relate to PHS-funded research; datermine whether a financial conflict of interest exists; 

and, if so, develop and implement a management plan that shall specity the actions that have been, and shall be, taken to 

manage such tinancia l conflict of interest Examples of conditions or restrictions that might be imposed to manage a tinancia l 

conflict of interest include, but are not limited to: 

(i) Public disclosure of financial conflicts of interest (e.g., when presenting or publishing the research}; 

(ii) For research projects invalving human subjects research, disclosure of tinancia l conflicts of interest directly to participants; 

(iii) Appointment of an independent monitor capable of taking measures to proteet the design, conduct, and reporting of the 

research against bia s resulting from the tinancia l conflict of interest; 

(iv) Modification of the research plan; 

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

research; 

(vi) Reduction or elimination of the financialinterest (e.g., sale of an equity interest); or 

(vii) Severance of relation sh i ps that create financial conflicts. 

(2) Whenever, in the course of an ongoing PHS-funded research project, an lnvestigator who is new to participating in the 

research project discloses a significant financial interest or an existing lnvestigator discloses a new significant tinancia l interest 

to the Institution, the designated official( s) of the Institution shall, with in sixty days: review the disclosure of the significant 

financial interest; d etermine whether it is related to PHS-funded research; 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 tinancia l conflict of interest Depending on the nature of the significant financial interest, an 
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Institutionmay determine that additional interim measures are necessary with regard to the lnvestigator's participation in the 

PHS-funded research project between the date of disclosure and the completion of the lnstitution's review. 

(3) Whenever an Institution identifies a significant financial interest that was not disclosed timely by an lnvestigator or, for 

whatever reason, was not previously reviewed by the Institution during an ongoing PHS-funded research project (e.g., was not 

timely reviewedor reported by a subrecipient), the designated official( s) shall, within sixty days: review the significant financial 

interest; determine whether it is related to PHS-funded research; determine whether a financial conflict of interest exists; and, if 

so: 

(i) Implement, on at least an interim basis, a management plan that shall specity the actions that have been, and will be, taken to 

manage such financial conflict of interest going forward; 

(ii) (A) In addition, whenever a tinancia l conflict of interest is not identified or managed in a timely manner including failure by the 

lnvestigator to disclose a significant financial interest that is determined by the Institution to constitute a financial conflict of 

interest; failure by the Institution to review or manage such a financial conflict of interest; or failure by the lnvestigator to comply 

with a financial conflict of interest management plan, the Institution shall, with in 120 days of the lnstitution's determination of 

noncompliance, complete a retrospective review of the lnvestigator's activities and the PHS-funded research project to 

determine whether any PHS-funded research, or portion thereof, conducted du ring the time period of the noncompliance, was 

biased in the design, conduct, or reporting of such research. 

(B) The Institution is required to document the retrospective review; such documentation shall include, but not necessarily be 

limited to, all of the following key elements: 

( 1) Project number; 

( 2) Project title; 

(3) PD/PI or contact PD/PI if a multiple PD/PI model is used; 

(4) Name of the lnvestigator with the FCOI; 

(5) Name of the entity with which the lnvestigator has a financial conflict of interest; 

(6) Reason(s) for the retrospective review; 

(7) Detailed methodology u sed for the retrospective review ( e.g., methodology of the review process, composition of the review 

panel, documents reviewed); 

(8) Findings of the review; and 

(9) Conclusions of the review. 

(iii) Based on the results of the retrospective review, if appropriate, the Institution shall update the previously submitled FCOI 

report, specitying the actions that will be taken to manage the financial conflict of interest going forward. If bias is found, the 

Institution is required to notity the PHS Awarding Component promptly and submit a mitigation report to the PHS Awarding 

Component. The mitigation report must include, at a minimum, the key elements documented in the retrospective review above 

and a description of the impact of the bias on the research project and the lnstitution's 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 a ny qualitalive and 

quantitative data to support any actual or future harm; analysis of whether the research project is salvageable}. Thereafter, the 

Institution will submit FCOI reports annually, as specifled elsewhere in this subpart. Depending on the nature of the financial 

conflict of interest, an Institution may determine that additional interim measures are necessary with regard to the lnvestigator's 

participation in the PHS-funded research project between the date that the tinancia l conflict of interest or the lnvestigator's 

noncompliance is determined and the completion of the lnstitution's retrospective review. 

(4) Whenever an Institution implements a management plan pursuant to this subpart, the Institution shall monitor lnvestigator 

compliance with the management plan on an ongoing basis until the completion of the PHS-funded research project. 
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(5) (i) Prior to the lnstitution's expenditure 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 request, of 

information concerning any significant financial interest disciased to the Institution that meets the following three criteria: 

(A) The significant financial interest was disciased and is still held by the senior/key personneJ as defined by this subpart; 

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

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

(ii) The information that the Institution makes available via a publicly accessible Web site or written response to a ny requestor 

within five business days of a request, shall include, at a minimum, the following: the lnvestigator's name; the lnvestigator's title 

and role with respect to the research project; the name of the entity in which the significant tinancia l interest is held; the nature of 

the significant financial interest; and the approximate dollar value of the significant financial interest (dollar ranges are 

permissible: $0-$4,999; $5,000-$9,999; $10,000-$19,999; amounts between $20,000-$100,000 by i nerements of $20,000; 

amounts above $100,000 by increments of $50,000), or a statement that the interest is one whose value cannot be read i ly 

determined through reference to public prices or other reasonable measures of fair market value. 

(iii) If the Institution uses a publicly accessible Web site for the purposes of this subseetio n, the information that the Institution 

posts shall be updated at least annually. In addition, the Institution shall update the Web site with in sixty days of the lnstitution's 

receipt or identification of information concerning a ny additional significant tinancia l interest of the senior/key personneJ for the 

PHS-funded research project that was not previously disclosed, or upon the disciasure 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 interest The Web site shall nate that the information provided is 

current as of the date Iisted and is subject to updates, on at l east an annual basis and with in 60 days of the lnstitution's 

identification of a new financial conflict of interest If the Institution responds to written requests for the purposes of this 

subsection, the Institution will nate in its written response that the information provided is current as of the date of the 

correspondence and is subject to updates, on at l east an an nu al basis and with in 60 days of the lnstitution's identification of a 

new tinancia l conflict of interest, which should be requested subsequently by the requestor. 

(iv) Information conceming the significant financialinterests of an individual subject to paragraph (a)(5) of this seetianshall 

remain available, for respanses to written requests or for pasting via the lnstitution's publicly accessible Web sitefor at least 

three years from the date that the information was most recently updated. 

(6) In addition to the types offinancial conflicts of interest as defined in this subpart 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) Reporting of financial conflicts of interest 

(1) Prior to the lnstitution's expenditure of a ny funds under a PHS-funded research project, the Institution shall provide to the 

PHS Awarding Component an FCOI report regarding any lnvestigator's significant financial interest found by the Institution to be 

conflicting and ensure that the Institution has implemented a management plan in accordance with this subpart. In cases in 

which the Institution identifies a financial conflict of interest and eliminates it prior to the expenditure of PHS-awarded funds, the 

Institution shall not submit an FCOI report to the PHS Awarding Component. 

(2) For any significant financial interest that the Institution identifies as conflicting subsequent to the lnstitution's initial FCOI 

report during an ongoing PHS-funded research project (e.g., upon the participation of an Iovestigator who is new to the research 

project), the Institution shall provide to the PHS Awarding Component, within sixty days, an FCOI report regarding the financial 

conflict of interest and ensure that the Institution has implemented a management plan in accordance with this subpart. Pursuant 

to paragraph (a)(3)(ii) of this section, where such FCOI report invalves a significant financial interest that was not disciased 

timely by an Iovestigator or, for whatever reason, was not previously reviewedor managed by the Institution (e.g., was not timely 

reviewed or reported by a subrecipient), the Institution also is required to complete a retrospective review to determine whether 
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a ny 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 research. Additionally, pursuant to paragraph (a)(3)(iii) of this 

section, if bias is found, the Institution is required to notify the PHS Awarding Component promptly and submit a mitigation report 

to the PHS Awarding Component. 

(3) Any FCOI report required under paragraphs (b)(1) or (b)(2) of this section shall include sufficient information to enable the 

PHS Awarding Component to understand the nature and extent of the financial conflict, and to assess the appropriateness of the 

lnstitution's management plan. Elements of the FCOI report shall include, but are not necessarily limited to the following: 

(i) Project number; 

(ii) PD/PI or Contact PD/PI if a multiple PD/PI model is used; 

(iii) Name of the lnvestigator with the financial conflict of inte rest; 

(iv) Name of the entity with which the lnvestigator has a financial conflict of interest; 

(v) Nature of the financialinterest (e.g., equity, consulting fee, trave! reimbursement, honorarium); 

(vi) Value of the tinancia l interest (dollar ranges are permissible: $0-$4,999; $5,000-$9,999; $1 0,000-$19,999; 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 is on e whose value cannot be read i ly determined through reference to public prices or other reasonabia measures of fair 

market value; 

(vii) A description of how the financial interest relates to the PHS-funded research and the basis for the lnstitution's 

determination that the financial interest conflicts with such research; and 

(viii) A description of the key elements of the lnstitution's management plan, including: 

(A) Role and principal duties of the conflicted lnvestigator in the research project; 

(B) Conditions of the management plan; 

(C) How the management plan is designed to sateguard objectivity in the research project; 

(D) Confirmatio n of the lnvestigator's agreement to the management plan; 

(E) How the management plan will be monitored to ensure lnvestigator compliance; and 

(F) Other information as needed. 

(4) For any financial conflict of interest previously reported by the Institution with regard to an ongoing PHS-funded research 

project, the Institutionshall provide to the PHS Awarding Component an annual FCOI report that addresses the status of the 

financial conflict of interest and any changes to the management plan for the duration of the PHS-funded research project. The 

annual FCOI report shall specity whether the financial conflict is still 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 defined 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 tinancia l conflicts of interest, 

as the Institution deems appropriate. 

§ 50.606 

Remedies. 

(a) If the failure of an lnvestigator to comply with an lnstitution's financial conflicts of interest policy or a tinancia l conflict of 

interest management plan appears to have biased the design, conduct, or reporting of the PHS-funded research, the Institution 

shall promptly notify the PHS Awarding Component of the corrective action taken or to be taken. The PHS Awarding Component 

will eonsidar the situation and, as necessary, take appropriate action, or refer the matter to the Institution for further action, which 
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may include diractions to the Institution on how to maintain appropriate objectivity in the PHS-funded research project. PHS 

may, for example, require Institutions employing such an lnvestigator to enforce an y applicable corrective actions prior to a PHS 

award or when the transfer of a PHS grant( s) invalves such an lnvestigator. 

(b) The PHS Awarding Component and/or HHS may inquire at any time before, during, or after award into any lnvestigator 

disciasure of financial interests and the lnstitution's review (including a ny retrospective review) of, and response to, such 

disclosure, regardless of whether the disciasure resulted in the lnstitution's determination of a tinancia l conflict of inte rest. An 

Institution is required to submit, or permit on site review of, all records pertinent to compliance with this subpart. To the extent 

permitled by law, HHS will maintain the confidentiality of all records of tinancia l interests. On the basis of its review of records or 

other information that may be available, the PHS Awarding Component may decide that a particular financial conflict of interest 

will bia s the objectivity of the PHS-funded research to such an extent that furthe r corrective action is needed orthat the 

Institution has not managed the financial conflict of interest in accordance with this subpart. The PHS Awarding Component may 

datermine that imposition of special award conditions under 45 CFR 74.14 and 92.12, or suspension offunding or other 

enforcement action under 45 CFR 74.62 and 92.43, is necessary until the matter is resolved. 

(c) In any case in which the HHS determines that a PHS-funded project of clinical research whose purpose is to evaluate the 

safety or effectiveness of a drug, medical device, ortreatment has been designed, conducted, or reported by an lnvestigator 

with a tinancia l conflict of interest that was not managed or reported by the Institution as required by this subpart, the Institution 

sh all require the lnvestigator invalved to disclose the tinancia l conflict of interest in each public presentation of the results of the 

research and to request an addendum to previously published presentations. 

§ 50.607 

Other HHS regulations that apply. 

Several other regulations and policies apply to this subpart. They include, but are not necessarily limited to: 

2 CFR part 376-Nonprocurement debarment and suspension (HHS) 

42 CFR part 50, subpart D-Public Health Service grant appeals procedure 

45 CFR part 16-Procedures of the Departmental Grant Appeals Board 

45 CFR part 74-Uniform administrative requirements for awards and subawards to institutions of higher education, hospitals, 

other nonprofit organizations, and commercial organizations 

45 CFR part 79-Program fraud civil remedies 

45 CFR part 92-Uniform administrative requirements for grants and cooperative agreements to State, local, and tribal 

govemments 


