Financial Conflict of Interest under the 2011
Revised PHS Regulation

Policies

University of Missouri Collected Rules and Regulations sections 330.015, Policy on Conflict of
Interest,and 420.030, Conflictwith the Interests of Federal Grant Agencies
University of Missouri-ColumbiacorrespondingProcedures on Conflict of Interest Management

Forms

InvestigatorForm

OutsidelnterestDisclosure Form (eCompliance)
SubrecipientCommitmentForm

Subrecipient Letter of Intent (for use with FDP Member Institutions)

Overview

On August 25, 2011, the Department of Health and Human Services issued a final rule (76 FR 53293)
entitled “Responsibility of Applicantsfor Promoting Objectivityin Research for which Public Health
Service Fundingis Sought” (42 CFR Part 50, Subpart F) and “Responsible Prospective Contractors” (45
CFRPart94). An Institution applyingfor or receiving PHS funding (including but not limited to NIH) must be
in fullcompliancewith all regulatoryrequirements of the new rule as of August 24, 2012.

The financial conflict of interest (FCOI) " policy applies to proposalsfor and awards of PHS funding and
funding from any other sponsorshaving adopted the 2011 PHS FCOl regulation requirements.

The Public Health Service (PHS) includesthe following offices and operatingdivisions:
 AgencyforHealthcare Research and Quality (AHRQ)
« AgencyforToxic Substancesand Disease Registry (ATSDR)
e CentersforDisease Controland Prevention (CDC)
e Foodand Drug Administration (FDA)
e HealthResourcesand Services Administration (HRSA)
e IndianHealth Service (IHS)
* Nationallnstitutes of Health (NIH)
e Office of the Assistant Secretaryfor Health (OASH)
* Officeofthe Assistant Secretaryfor Preparedness and Response (ASPR)
e Office of Global Affairs (OGA)
e Substance Abuse and Mental Health Services Administration (SAMHSA)

A partial list of agencies and organizationswhichhave adopted the 2011 PHS FCOl regulation
requirements is provided below?:

* AllianceforLupus Research (ALR)
* Alpha-1Foundation

L A financial conflict of interest (FCOI) is a significant financial interest that could directly and significantly affect the design, conduct, or
reporting of research.

2 A complete listing of agencies who have adopted the PHS FCOI regulation is not available, please consult with the private agency directly for
accuracy.


http://www.umsystem.edu/ums/rules/collected_rules/personnel/ch330/330.015_policy_on_conflict_of_interest
http://www.umsystem.edu/ums/rules/collected_rules/research/ch420/420.030_conflict_with_the_interests_of_federal_grant_agencies
https://docs.research.missouri.edu/coi/fcoi_policy.pdf
https://docs.research.missouri.edu/coi/mu_coi_procedures.pdf
https://docs.research.missouri.edu/ospa/Investigator_Form.pdf
https://ecompliance.missouri.edu/login
https://docs.research.missouri.edu/ospa/Subrecipient_Commitment_Form.pdf
https://docs.research.missouri.edu/ospa/Subrecipient_Letter_of_Intent.pdf
http://www.gpo.gov/fdsys/pkg/FR-2011-08-25/pdf/2011-21633.pdf
http://www.gpo.gov/fdsys/pkg/FR-2011-08-25/pdf/2011-21633.pdf

e AmericanAsthmaFoundation (AAF)

* AmericanCancer Society (ACS)

* AmericanHeart Association (AHA)

* AmericanLungAssociation (ALA)

e ArthritisFoundation (AF)

e CurePSP

* Department of Energy (DOE)

e Department of Interior (DOI)

e Juvenile DiabetesResearch Foundation (JDRF)

e LupusFoundation of America (LFA)

* National Aeronautics and Space Administration (NASA)
* Patient-Centered Outcomes Research Institute (PCORI)
e Susan G. Komen forthe Cure (Komen)

e United States Department of Agriculture (USDA)

Note:. Regardless of funding agency (e.g. Department of Defense, Department of Energy, National
Science Foundation etc.), for the purposes of complying with university conflict of interest policy, all
SBIR/STTR proposals and awards will be entered into eCompliance for oversight by the COI Office.

ImpactSummary
For each proposal funded by any PHS agency or sponsor who has adopted the regulation (including those for which
MU isthe subrecipient):

At Proposal:

« AWMU Investigators must have submitted an Outside Interest Disclosure Form (OIDF) to the
COI OfficeviaeCompliancewithinthe previous 12 months.
* Allexternal (non-MU)Investigators must provide certifications ordisclosures appropriate
totheirrole onthe project and professional affiliation(s).
 ThePrincipallnvestigator(Pl)/Departmentmust submit an InvestigatorForm (IF) and
documentationof submittedrequired disclosures/certificationsto SPAwiththe grant
applicationand Electronic Proposal Signature Routing Sheet (ePSRS).

Note: Proposals impacted by the regulation will not be submitted until all requirements are met,
regardless of the sponsor’ssubmissiondeadline.

At Award:

e The MU Conflict of Interest Committee (COIC)will determine whether any outside interests of
the Investigatorsimpact the project. If so, the COI Office willwork with the Investigatorto
create amanagementplan. Uponfinalapproval of the management plan, the COIl Office will
reportthe FCOl and managementplanto the sponsor.

* AllMU Investigators must complete Conflict of Interest Trainingthrough eCompliance.

e AlLMU Investigators must have a current outside interest disclosure form on file in eCompliance.

Note: Projects will not be awarded until all requirements are met, regardless of the sponsor’s
awarded start date.


https://ecompliance.missouri.edu/login
https://ecompliance.missouri.edu/login

Duringthe Project:

* Nonewlnvestigatorsmaybe added to a project untilthey have completed all of the above
requirements.The PI/Department must notify the COI Office before adding personnel.

* Investigatorsmustreportall sponsored travel, as defined by the regulation, no later than 30 days
afterthetravel occurred.

* Priorto acquiring any new outside interests or making any changes to existing interests,
Investigators must update their OIDF in eCompliance.

Risk
An organization’sfailure to comply with the PHS regulation may result in a variety of actions at the
discretion ofthe sponsor, including but not limited to imposing special conditions on a grant, terminating
an award, and refusing future funding. At the Universitylevel, the COIC has the authorityto recommend

sanctions of an employee for failure to cooperate with or violation of COl policy (CRR330.015.A.2; CRR
420.030F).

Quick Links
Sections

1. At Proposal
Il At Award

lll.  Duringthe Project

Appendixes
1. Externallnvestigators
2. FCOI Quick Reference Guide for DRAs




SECTIONI. ATPROPOSAL

Procedure
PrincipalInvestigator (Pl)-The Pl completesthe Investigator Form (IF) for the proposal, with the assistance
of the COIl Office as needed.

Note: All Senior/Key Personnel (includingthe Pl) and Other Significant Contributors (OSC) as
designated on the Research & Related (R&R) Senior/Key Person Profile form or other sponsor profile form
must be listed onthe IF.

Note: The PI’s physical signature, stated approval by email, or electronic signature (by way of direct
submissionto SPA) are acceptable approvalsofthe IF.

Departmental Research Administrator (DRA)—The DRAworks with the Plto completethe IF and accessesthe
eCompliance database (Documentstab)to verifythat allMU Investigatorslisted on the IF have filed an OIDF
withinthe previous 12 months. (Note thatthe DRA’seCompliance accessis limited such that the content of
the MU Investigators’ OIDFs cannot be viewed.) The DRA saves screenshotsor prints screens as
documentation of current OIDFs for all MU Investigators.

Note: The following statusesindicate that an Outside Interest Disclosure Form (OIDF) has been
submittedto the COI Office: Submitted, Returned, Under Review, Complete. The only status that
does not meetthe requirementfor proposal submissionis New. “New” indicates that an individual
has started completingthe OIDF but has not finished and submitted it to the COI Office.

If an MU Investigator has not submitted an OIDF, the DRA should provide guidance to the MU Investigatorto
accesseComplianceoralertthe COI Office and SGCA. As the submission deadline approaches, the COI
Office will work with the MU Investigatorto submit an OIDF and keep the DRAand SGCA informed of progress
or potential delays.

For any external subrecipient (non-MU) Investigator included in the proposal, the DRA will send the
Subrecipient Commitment Form (SCF) or the Subrecipient Letter of Intent (LOI) for those subrecipient

institutions who participate in the FDP Expanded Clearinghouse), to be completed by the subrecipient

and signed by the Subrecipient Authorized Official (see Appendix1).

Note: In most circumstances, a subrecipient may not rely on the MU FCOlI policy. If a subrecipient
does not have an active and enforced COI policy, the DRAshould contact the SGCAand the COI
Office. The COI Office will take the lead in offering the subcontractorthe FDP ModelFinancial Conflict
of Interest Policy and Model Disclosure Formfor adoption.

For any externalnon-subrecipient(non-MU)Investigatorincludedin the proposal, the DRA should work with

the SGCAto contactthe COI Officeimmediatelyto determine the required disclosure or certification
appropriatetothelnvestigator’srole onthe project and professional affiliation(s) (see Appendix1).

Note: PHS proposals will not be submitted until all requirements are met, regardless of the
sponsor’ssubmissiondeadline.

The DRA submits as part of the proposal package the following: (1) a completed IF signed by the PI, (2)
screenshotsor printed and scanned pages from eCompliance confirmingthat each MU Investigatorhas a
current OIDF onfile, and (3) if applicable, a completed SCF or Letter of Intent (LOI) signed by the
Subrecipient Authorized Official.


https://docs.research.missouri.edu/ospa/Investigator_Form.pdf
http://apply07.grants.gov/apply/forms/sample/RR_KeyPerson-V1.1.pdf
https://ecompliance.missouri.edu/login
https://research.missouri.edu/forms/files/Subrecipient_Commitment_Form.pdf
https://research.missouri.edu/forms/files/Subrecipient_Letter_of_Intent.pdf
https://research.missouri.edu/sponsored-programs-administration/federal-demonstration-partnership-and-clearinghouse
http://thefdp.org/default/committees/research-compliance/conflict-of-interest/
http://thefdp.org/default/committees/research-compliance/conflict-of-interest/
http://sites.nationalacademies.org/PGA/fdp/PGA_061001

SPA - At proposal,the SGCAwill:

Verify that the Pl submitted an Investigator Form for the project.
Comparethe IF tothe Research & Related (R&R) Senior/KeyPerson Profile form or other sponsor
designated personnel form and contactthe Department/Divisionto resolve anyinconsistencies,

involvingthe COI Office whennecessary.
Note: All Senior/KeyPersonnel (includingthe Pl) and Other Significant Contributors
(OSC) as designated on the R&R Senior/Key Person Profile form must be listed on the IF.

Review the documentationsubmitted by the DRAand/or verify viathe eCompliance database
(Documenttab) that all MU Investigatorson the IF have filed an OIDF within the previous 12 months,
retainingdocumentationforthe SPAproposalfile. (Note that the SGCA’seCompliance accessis
limited such that the content of OIDFs cannot be viewed.) If an MU Investigatorhas not submitted an
OIDF, the SGCAshould alert the COI Office staff who willworkwith the MU Investigatorto submitan
OIDF, keeping the SGCA informed of the status of the request.

For proposed subrecipients, review the SCF(s) or LOI(s) to verify that the institution(s) has certified that
ithas a publicly accessible COIl policy compliantwith PHS regulations.

Note: In most circumstances,a subrecipient may not rely on the MU FCOl policy. If a
subrecipientdoes not have an active and enforced FCOI policy, the SGCA will contactthe
COlI Office who will take the lead in offering the subcontractor the FDP Model Financial
Conflict of Interest Policy and Model Disclosure Form for adoption. The policy is here.

IMPORTANT: In the event certification cannot be obtained, the subrecipientInvestigator must
be removed fromthe proposal priorto submission.

For external non-subrecipient (non-MU) Investigators, work with the COI Office to determine
and secure the required disclosure or certification appropriate to the Investigator’srole on
the project and professional affiliation(s).

IMPORTANT: In the event disclosure cannot be obtained, the externallnvestigator must
be removed from the proposal prior to submission.


http://apply07.grants.gov/apply/forms/sample/RR_KeyPerson-V1.1.pdf
http://apply07.grants.gov/apply/forms/sample/RR_KeyPerson-V1.1.pdf
mailto:coi@missouri.edu
mailto:coi@missouri.edu
https://thefdp.org/default/assets/File/Documents/fdp_model_coi_policy.docx
https://thefdp.org/default/assets/File/Documents/fdp_model_coi_policy.docx
https://thefdp.org/default/assets/File/Documents/fdp_model_coi_policy.docx

COlI Office—Prior to proposal submission, the COIl Office will, at the request of the SGCA or
Department/Division, workwith an MU Investigatorto complete an OIDF and willkeep SPA informed of its
status.

The COI Office fields questionsfrom the Pl and Department/Divisionrelating to the COl policies, including
questionsregardinghow to identify an “Investigator.”

Responsibilities:
Below is an outline of responsibilities as theyrelate to this process at proposal.

Principallnvestigator:
* ldentifyalllnvestigatorsnamed in the proposalby completingthe Investigator Form (IF).

DepartmentalResearchAdministrator:
e Workwiththe Plto completethelF.
* Verifythatall MU Investigatorslisted on the IF have filed an OIDF within the previous 12 months. If
an MU Investigator does not have a current OIDF on file, the DRA should immediatelyalert COI
Office staff and the SGCA.

e Ifapplicable,sendthe Subrecipient CommitmentForm (SCF) or Subrecipient Letter of Intent (LOI)
to be completed by each subrecipient and signed by an Authorized Official. If the subrecipient
indicates that it does not have a compliant COIl policy, work with the SGCA who will contact the
COl Office (see Appendix1).

* Workwiththe SGCAto contactthe COI Office regardingany non-subrecipient external
(non-MU)Investigators on the projectin order to determine the appropriate required disclosures
or certifications (see Appendix 1).

e Submitto SPAthe IF, eCompliance OIDF documentation, and SCF(s)or LOI(s) (if applicable) with the
grant application and ePSRS.

Office of Sponsored Programs Administration:

 ReviewthelF forcompletenessand accuracy comparedtothe PHS applicationforms.

 Reviewthe documentation submitted by the DRAverifying that all MU Investigatorslisted onthe IF
have filed a current OIDF. If an MU Investigator has not submitted an OIDF, the SGCAshould
immediatelyalert COI Office staff.

 Foranyexternalsubrecipient (non-MU)Investigators, ensure that the subrecipient
institution has certified that it has a publicly accessible COIl policy compliant with PHS
regulations.

 Foranyexternalnon-subrecipient(non-MU)Investigators,work with the COIl Office to determine
and secure the required disclosure or certification appropriate to the Investigator’srole on the
project and professional affiliation(s).

* Followingproposalsubmission, maintain documentation of the certification forms
forthe SPAproposalfile.



COl Office:
* Field questionsfromthe Pl and Department/Divisionrelatingto the COl policies.
* When necessary,workwith MU Investigatorsto complete an OIDF priorto proposal
submissionand keep Department/Divisionstaff and/or SPAinformed of its status.
* Workwith SPAto determine and secure the required disclosures or certificationsfor
externalnon-subrecipient(non-MU)Investigators.

SECTIONII. ATAWARD

Procedure

PlI-The Pl collaborates with the COIl Office and the Conflict of Interest Committee (COIC) as needed during
the COl review process and ensures that all MU Investigators complete the Conflict of Interest Trainingin
eCompliance.

SPA-The SGCAnotifies the COI Office viaeCompliance (Projectstab) uponreceivinga requestforan
Advance/Pre-Award Accountfrom the Pl and Department/Division or a Notice of Award from the sponsor.
The SGCAcreates a New Project and Award entry in eCompliance and will upload the projectInvestigator
Form and Scope of Work from the original Proposal file to facilitate the COl review.

Note: COl review and approval are not required prior to submission of Just in Time (JIT) information.
NIH’srequestfor JITinformation provides early notice of possible intentto fund, however, a
requestforJIT informationis not an award notification and does not provide certaintythat a
proposal willultimatelyreceive funding, therefore, COl review and approval will occur when the
Notice of Award is received from the sponsor.

Upon award, the SGCAwill review the agreementand collect applicable approvals (e.g., Pl, legal, IRB/ACUC)
while the COIl Office completesthe COl review. Agreementsrequiring University signature can be executed
duringthe COl review process; however, the award cannot be set up untilthe COIl review is complete.

Note: Inthe eventthat MU is a subrecipient on an award subject to this requirement (i.e., MU’s sponsoris
anotherinstitutionissuing a subaward agreement with flow-through dollars), the SGCA will obtain a
copy of the prime agreement for the SPAfile.

COlI Office—The COI Office initiates the COIl review upon notice of an award, working to ensure that the
review is completedin atimely mannerbased on the project start date identified by SPAin the
eCompliance notification.The COI Office reviews the Outside Interest Disclosure Forms (OIDFs)for all
Investigatorsonthe project (as determined prior to proposal submission), submits for COIC review if
needed, and confirmsthat all MU Investigators on the project have completed Conflict of Interest Training.

For anyidentified FCOI, the COI Office staff will work with the Investigatorto create a managementplan.Upon
final approval of the management plan, the COI Office will report the FCOl and managementplantothe
sponsor.Inorderto ensure proper award management,the COI Office willinform SPA of any potentialimpact
onthe project.

The COI Office will notify the SGCA, Post-award Team, and DRA by emailthat allPHS requirements have been
met for the awarded project, indicating that all MU Investigators have a current Outside Interest Disclosure
form on file, have completed Conflict of Interest Training, and either (1) there is no FCOI related to the project
or (2)an FCOl management plan has been developed and reported to the sponsor.

The COI Office will review FCOls submitted to MU by any subrecipient on a project and will submit
theirreportsto the sponsor at award and annually, as specified in the regulation.
Note: SPAwill utilize the FDP Subaward Agreement Forms, which include language
relevanttothe FCOI regulation. Additionallanguage will be added as needed on a case-by-case
basis.


https://ecompliance.missouri.edu/login
https://ecompliance.missouri.edu/login
https://thefdp.org/default/subaward-forms/

The COI Office will submit all required FCOl reports to the sponsor, includingannual updates required
forpreviously-reportedFCOls.

SPA-The SGCA maintainsdocumentation of the COI Office/COIC approvalin the SPAfile. The award can be
set up upon receipt of the above approval notification.

Responsibilities

Belowis an outline of responsibilitiesas theyrelate to this process at award.

Principallnvestigator:
e Collaboratewiththe COI Office and COIC to expedite approval.
«  Workwith MU Investigatorsto ensure all complete Conflict of Interest Training.

Sponsored Programs Administration:
* Notify COI Office via eCompliance upon notice of new or additionalfunding, attaching the project’s
Investigator Form and Scope of Work and, if applicable,including subrecipientinformation.
e Maintain COI Office/COIC approvaldocumentationin the SPAfile.
 Holdaward setup until notification of COl Office/COIC approval.

COl Office:
* Initiate COl review process upon notification ofimpending award.
* Facilitatemanagementplan developmentwhennecessary.
* Ensurethatall MU Investigators complete Conflict of Interest Training.
* Notify SPAof COI Office/COIC approval.
e Submitallrequired FCOl reports (including those of subrecipients)to the sponsor.


https://ecompliance.missouri.edu/login

SECTIONIII. DURING THE PROJECT
Procedure

Investigators— MU Investigators must report any sponsored travel2to the COIl Office via eCompliance within 30
days of the trip and must report any new or changed outside interests by submittingan OIDF viaeCompliance as
new interests arise. Subrecipientexternal (non-MU)Investigators must meet the same requirementsby
reportingto the MU COI Office as directed by the subaward agreement.

DRA/SPA-The DRAand SPAwork closely togetherfor compliant and consistent post-award administration.

Changein Investigators

Note: Before the Pl adds a new MU Investigatorto an ongoing project, the new MU Investigator must file an
Outside Interest Disclosure Form (OIDF) and complete Conflict of Interest Training and the COI Office must
completea COl review.

Pl —The Pl completesa revised Investigator Form (IF).

DRA-The DRAworks with the Pl to complete the revised IF. The DRAensuresthat all MU Investigators, as
defined by the regulation, have submitted an Outside Interest Disclosure Form (OIDF)viaeCompliancein
the previous 12 months and that external (hon-MU) Investigators have provided the appropriate
disclosuresor certifications (see Section | above).The DRA submits the revised IF to SPA.

SPA-The SGCA or Post-Award Team notifies the COI Office by email at coi@missouri.edu upon receiving
notification of a change in investigator(s), whether by way of a revised IF, a request to submit an Investigator
Change Request to a sponsor, or as described in the RPPR (see “Non-Competing Continuation Progress
Report” below). If a revised IF is received from the PI/DRA, SPAwill submitthe documentation in the
notification email; otherwise, the COI Office will work with the PI/DRA directly, as described below, to
determine the need for arevised IF.

COlI Office-The COI Office works with the PI/DRAto determine appropriate changes to the IF on file for the
project. The COI Office sends a “Review/Update IF & SOW” notification by email and works with the PI/DRA
as neededto complete the process. The COI Office notifies SPA of any updates submitted.

The COI Office ensures that all new Investigators have met the relevant disclosure and training
requirements. The COI Office sends the approval notificationto the Pl, DRA, SGCA, and Post- award Team.
The COI Office facilitates developmentof a managementplan for identified FCOls and submitsto the
sponsoran FCOI report within 60 days of determiningthat a new or newly discovered FCOI exists.

2Sponsored travelincludes all travel sponsored or reimbursed by any entity other than MU, with the following exceptions for which reporting
is not required: a federal, state, or local government agency; an institution of higher education; an academic teaching hospital; a medical
center; or a research institute that is affiliated with an institution of higher education.


https://ecompliance.missouri.edu/
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Continuation Funding Notices

SPA-The SGCAenters an Award NotificationviaeCompliance (Projectstab) upon receipt of the Notice of
Award for the continuationfunding.
Note: COl review and subsequent COI Office approval are not required prior to
submission of annual progressreports. Note that regardless of proactiveinternal processes,
progressreport submissiondoes not provide certaintythat a project will receive additional funding.

COlI Office—Uponreceipt of a Notice of Award for continuation funding in eCompliance, the COIl Office works
with the PI/DRAto confirm that the Investigator Form (IF) and Scope of Work (SOW) on file are complete and
accurate for the anticipated continuation period. The COIl Office sends a “Review/Update|F & SOW”
notification by email and works with the PI/DRA as needed to complete the process. The COIl Office notifies
SPA of any updates submitted.

For any previouslyreported FCOI, the COI Office submits an annual FCOl report at the time of continuation
applicationsubmission.

In anticipation of next-year funding, the COI Office and SPAfollow proceduresas outlined in Sectionll
above.

Responsibilities

Belowis an outline of responsibilitiesas they relate to this process during the project.

Principallnvestigator:
< Workwiththe DRAtoreportanychangein Investigators by way of arevised IF.
* Reportall sponsoredtravel within 30 days of the trip; ensure all Investigatorsreport
sponsoredtravel.

e Reportanynew orchangedoutsideinterestsas they arise; and ensure all Investigatorsreport new or
changed outside interests.

10
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DepartmentalResearchAdministrator:

Work closely with the SPAPost-award Team for compliant and consistent post- award

administration.

Work with the Pl to complete and submit a revised IF upon any notice of a changein

Investigatorson a project, and await COIl Office approval before processing appropriate payrollchanges
tothe project.

Work with SPAto notify the COI Office upon learning of a change in Investigatorsor an investigators
outsideinterestsoraninstance of sponsoredtravel.

Office of Sponsored Programs Administration:

Submitrevised IFs to the COI Office by email at coi@missouri.edu upon receipt from the Pl and/or
Department/Division.

Notify the COIl Office when submittingto the sponsor an Investigator Change Request.
Notify the COIl Office when continuation notice of award is received.

Notify the COIl Office upon learning of a change in Investigators or outside interestsoran
instance of sponsoredtravel.

COl Office:

For continuationfunding(including No Time Cost Extensions), confirm thatthe IF and SOW on file are
completeand accurate for the anticipated continuation period.

Ensurethatall new Investigatorson a project complete an OIDF and the Conflict of
InterestTraining.

Notify SPA of COI Office approval of any new Investigatoron a project.

Facilitate developmentof a managementplan foridentified FCOls.

Submit to sponsoran FCOI report within 60 days of determiningthat a new or newly
discovered FCOl exists.

For any previouslyreported FCOI, submit an annual FCOl report at the time of renewal
application.

Upon notification of continuation application, submitnecessary FCOl reports
concurrently.

Need Help?
Contact SPA at muresearchospa@missouri.edu or (573)-882-7560.

Related Topics

Advance and Pre- award Accounts

Creation Date
08/23/2012

Latest Revision Date

02/03/2026
Sponsored Programs Administration @ Sponsored Programs
601 Turner Ave | Columbia, MO 65211 Administration

573-882-7560 | grantsdc@missouri.edu

University of Missouri


mailto:coi@missouri.edu
mailto:muresearchospa@missouri.edu
https://docs.research.missouri.edu/ospa/sppg/OSPA_SPPG_Advance_Preaward_Account.pdf
mailto:grantsdc@missouri.edu
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APPENDIX1.EXTERNALINVESTIGATORS
When a Pl has identified an external (non-MU) Investigator, MU must arrange for the management of
the Investigator’sconflictsin one of twoways, described below. If neither optionis viable, the external

Investigatormust be removed from the project.

Note: Not all collaboratorsand consultants meet the definition of Investigator. If the Pl determinesthat
the individual’srole on the project does not rise to the level of Investigator, the individual should be
listed as an Other Significant Contributor (OSC) on the Research & Related (R&R) Senior/Key Person
Profile form or other sponsor designated personnel form and the requirementsunderthe PHS COI

Rule do not apply.

1. MUSUBRECIPIENT:Includeinthe proposala subcontractwith the Investigator’s employerand
obtain certification of the employer’s COl policy (preferred method).

a.

Generally (but not absolutely), the externalInvestigator’srole will be co-Investigator (co-
[) or co-Principallnvestigator(co-Pl).

Priorto proposal submission, subrecipientson all proposals subject to the revised PHS FCOI
regulation must certifyastotheinstitution/organization’s Conflict of Interest policy.

SubrecipientCommitmentForm: COIl Assurance

O

2. Conflict of Interest

Subrecipient hereby certifies that it has a conflict of interest policy that complies with 42 CFR Part 50 for Public Health Service
agencies or sponsors who have adopted this policy, Subpart F, “Responsibility of Applicants for Promoting Objectivity in
Research.” Subrecipient also certifies that, to the best of the organization/institution’s knowledge (1) all financial disclosures
have been made related to the activities that may be funded by or through a resulting agreement and required by its conflict
of interest policy; and (2) all identified conflicts of interest have or will have been satisfactorily managed, reduced, or eliminated
in accordance with subrecipient’s conflict of interest policy prior to the expenditure of any funds under a resulting agreement.

O su brecipient hereby certifies that it has a conflict of interest policy that complies Department of Energy COI Policy under FAL

2022-02. Subrecipient also certifies that, to the best of the organization/institution’s knowledge (1) all financial disclosures have
been made related to the activities that may be funded by or through a resulting agreement and required by its conflict of
interest policy; and (2) all identified conflicts of interest have or will have been satisfactorily managed, reduced, or eliminated in
accordance with subrecipient’s conflict of interest policy prior to the expenditure of any funds under a resulting agreement.

Subrecipient hereby certifies that it has a conflict of interest policy that complies with NASA COI Palicy under “Guidelines for
Promoting Scientific and Research Integrity. Subrecipient also certifies that, to the best of the organization/institution’s
knowledge (1) all financial disclosures have been made related to the activities that may be funded by or through a resulting
agreement and required by its conflict of interest policy; and (2) all identified conflicts of interest have or will have been
satisfactorily managed, reduced, or eliminated in accordance with subrecipient’s conflict of interest policy prior to the
expenditure of any funds under a resulting agreement.

Subrecipient does not have an applicable conflict of interest policy listed above. Note: The Curators of the University of Missouri
will evaluate on a case-by-case basis each proposal including a subrecipient that does not have a conflict of interest policy that
complies with 42 CFR Part 50, Subpart F. The Curators of the University of Missouri will not submit any application including
subrecipients prior to review and resolution of associated concerns.

Not applicable because this project is not funded by a other sponsor that has adopted these federal financial disclosure

requirements.

The Departmental Research Administrator (DRA) sendsthe Subrecipient CommitmentForm (SCF)to be
completed by the subrecipientand signed by the Subrecipient Authorized Official. For projects subjectto the
revised PHS FCOI regulation,a completed SCF indicatesto MU that (1) the subrecipient
institution/organizationhas a publiclyaccessible COIl policy that complieswith the PHS regulation and will
timely submit required reportsto MU, or (2) the subrecipient institution/organizationdoes not have a
compliant policy and therefore must adoptone, rely on MU’s policy, or be removed as an Investigatoron the

project.



https://grants.nih.gov/grants/how-to-apply-application-guide/forms-e/general/g.240-r&r-seniorkey-person-profile-(expanded)-form.htm
https://grants.nih.gov/grants/how-to-apply-application-guide/forms-e/general/g.240-r&r-seniorkey-person-profile-(expanded)-form.htm
https://docs.research.missouri.edu/ospa/Subrecipient_Commitment_Form.pdf

If a subrecipientdoes not have an active and enforced FCOI policy, the DRA should work with the SGCAto
notify the COI Office immediately.In most circumstances,a subrecipient may not rely on the MU COl policy.
The COI Office will take the lead in offering the subcontractorthe FDP Model Financial Conflict of Interest
Policy and Model Disclosure Form for adoption.

The DRA submitsthe completed and signed SCF(s) to SPAas part of the proposal package. SPAreviews the
SCF(s)toverify that the proposed subrecipientinstitution(s) has certified that it has a publicly accessible
FCOI policy compliantwith PHS regulations.

At award, SPAwill utilize the EDP Subaward Agreement Forms, which include language relevantto the FCOI
regulation. Additionallanguage willbe added as needed on a case-by- case basis.

The COI Office will review FCOls submitted to MU by any subrecipient on a project and will submit
theirreportsto the sponsor at award and annually, as specified in the regulation.

b. FederalDemonstrationPartnership (FDP)Institutional Clearinghousefor Certification of
InstitutionalCompliance with PHS FCOI Requirements
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The FDP hosts a Clearinghouse of institutions and other entities that have attested as to their compliance with

the revised PHS FCOlI regulation. The FDP Clearinghouse s intended for use by recipients of PHS funding to
verify the compliance of their potential subrecipients with these regulations. MU is enrolled in the FDP FCOI
Clearinghouse and should check the FDP FCOI Clearinghouse to determine if the planned subrecipient
institutions are members. If the subrecipientinstitution is a member, MU should request a completed
and signed Letter of Intent (LOI) from the other organization rather than the SCF. The LOI affirms the
other organization complies with the PHS FCOI regulations.

A\ FEDERAL DEMONSTRATION PARTNERSHIP

W Redefining the Government & University Research Partnership

FDP Expanded Clearinghcuse

he FOP Expande:

View the Organization Profiles

Find an Organization

How does an organization include their Profile in this system?

DP members ofilels) included in this em. In addition. the FDP is



http://sites.nationalacademies.org/PGA/fdp/PGA_061001
http://thefdp.org/default/committees/research-compliance/conflict-of-interest/
http://thefdp.org/default/committees/research-compliance/conflict-of-interest/
http://thefdp.org/default/subaward-forms/
https://fdpclearinghouse.org/

Q FDP Member Organization

University of Missouri-Columbia BFiint-

General Information Contacts Registrations & IDs _ertifications \udits ASSUrances Autharization

General Information

Legal Entity Name University of Missouri, System DBA: The Curators of the University of
Missouri

Common Name University of Missouri-Columbia

Address 115 Business Loop 70 West,

Mizzou North, Room 501
Columbia, MO 65211-0001

Congressional District MO-004
EIN 43-6003859
DUNS 153890272
s entity a member of the FDP? Yes

Entity Details

2. SUBSUMEDINVESTIGATOR:Bring the individualunder MU’s COI Policy (acceptable method only

if subcontractingto the individual’s employer is not an option).
Note:Includinginthe proposala subcontractwith the Investigator’semployerand

obtaining certification of the employer’s COl policy (option 1, above)is preferred; a contractual
relationship between entities provides sufficient evidence to MU that the employer has assumed
legalliability for the external actions of its employee. Where no contractualrelationship exists, an
employer’sFDP Clearinghouse certification or Letter of Commitment(including Authorized
OrganizationalRepresentative signature)does

not provide sufficient evidence of institutionalresponsibility,and the individual must be subsumed
under MU’s COl Policy.

The PI/DRA should work with the SGCA, who will contactthe COI Office,to determine

required disclosure/certification. The COIl Office will review, submitfor necessary approvals, and
then, if appropriate, work with the externallnvestigatorto file a disclosure priorto proposal
submission.

Generally,the externallnvestigator’srole will be collaboratoror consultant.

APPENDIX 2. FCOI QUICKREFERENCE GUIDE FOR DRAS

(next page)
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FCOI Quick Reference Guide for DRAs

For full procedures, refer to “Financial Conflict of Interest under the 2011 Revised PHS Regulation” and
“Financial Conflict of Interestin NSF- Funded Research” in the SPA Sponsored Programs Procedure Guide.

For each PHS* proposal (including those for which MU is the

subrecipient):
*Includes all sponsors having adopted the PHS FCOI Rule. Refer to the Investigator Form for more information.

At proposal,the DRA should:

1. Workwith the Plto complete the Investigator Form (IF), listing all Investigators (MU and non-MU).

Note: All Senior/Key Personneland OSCs on the R&R Senior/Key Person Profile form must be listed on the IF.

2. Verifythatall MU Investigators listed on the IF have filed an OIDF within the previous 12 months. If an MU
Investigator does not have a current OIDF on file, provide guidance to the MU Investigatorto access
eComplianceoralertthe SGCA.

3. ForanysubrecipientlInvestigator, obtain a Subrecipient Commitment Form (SCF) or Letter of Intent (LOI) and
confirm COl policy certification. If the subrecipientindicates thatitdoes not have a compliant policy, work
with your SGCA to contact the COIl Office.

For any non-subrecipientexternal Investigator, work with your SGCA to contact the COIl Office.

5. Submitto SPA the following: (1) IF, (2) eCompliance OIDF status screenshots, (3) SCF or LOI, if
applicable.

Proposals will not be submitted untilit is confirmed that all MU Investigators have a current OIDF on file
and all non-MU Investigators have made appropriate disclosures/certifications.

At award:
e The SGCA will notify the COI Office upon receiving a Pre-Award Account request, Notice of Award, or any
other indication of funding.
o AlLMU Investigators must complete eCompliance COI Training.
o Agreementsrequiring University signature can be executed during the COl review process; however, the
award cannot be set up untilthe COl reviewis complete and SPA received COI Office approval.
The COI Office will ensure all requirements are met and then notify SPA. Projects will not be awarded
prior to COIl Office approval, regardless of the sponsor’s awarded start date.

During the project:

e Alllnvestigators must (1) priorto acquiring new outside interests or making changes to existing interests, submitan
updated OIDF in eCompliance, (2) report sponsored travel within 30 days, (3) disclose SFls annually, and (4)
complete COI Training at least every four years.

Change in Investigators: Before the Pl adds a new Investigator to an ongoing project, the COIl Office must

complete a review to ensure compliance with all requirements.

The DRA should:

e Workwith the Pl to complete and submit a revised IF upon any notice of a change in Investigators on a project.

e Await COI Office approval before processing appropriate payroll changes to the project.

Need Help? Contact grantsdc@missouri.edu or the COl ffice


https://docs.research.missouri.edu/ospa/Investigator_Form.pdf
https://ecompliance.missouri.edu/login
mailto:grantsdc@missouri.edu
mailto:coi@missouri.edu
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