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SECTION 1. INTRODUCTION AND PURPOSE 

1.1 Regulatory Basis 

External sponsorship of research can result in complex relaƟonships between researchers and the 
enƟƟes that fund or otherwise support their work. To ensure that research conducted by or on behalf of 
Vyriad, Inc. ("Vyriad" or "the Company") is conducted with the highest integrity, and in accordance with 
42 CFR Part 50 Subpart F ("Responsibility of Applicants for PromoƟng ObjecƟvity in Research for Which 
PHS Funding Is Sought") and 45 CFR Part 94 ("Responsible ProspecƟve Contractors") (collecƟvely, the 
"PHS FCOI RegulaƟons"), Vyriad has adopted this Financial Conflict of Interest (FCOI) Policy (the "Policy"). 

1.2 Purpose 

The purpose of this Policy is to: 

(a) Promote objecƟvity in Research funded, in whole or in part, by the U.S. Public Health Service ("PHS"), 
including the NaƟonal InsƟtutes of Health ("NIH"); (b) Establish standards that provide reasonable 
assurance that the design, conduct, and reporƟng of PHS-funded Research will not be biased by any 
conflicƟng financial interest of an InvesƟgator; (c) IdenƟfy, evaluate, manage, reduce, or eliminate any 
Financial Conflict of Interest (FCOI) that could reasonably appear to affect the objecƟvity of PHS-funded 
Research; (d) SaƟsfy Vyriad's insƟtuƟonal responsibiliƟes under the PHS FCOI RegulaƟons; and (e) 
Establish clear expectaƟons for InvesƟgators, Subrecipients, and other individuals engaged in PHS-
funded Research on behalf of Vyriad. 

1.3 Scope of Coverage 

This Policy applies to all Research funded, or proposed to be funded, in whole or in part, by any PHS 
Awarding Component (including NIH), except that this Policy does not apply to Phase I applicaƟons or 
awards under the Small Business InnovaƟon Research ("SBIR") or Small Business Technology Transfer 
("STTR") Programs, consistent with 42 CFR 50.601. All other requirements of this Policy, including 
training and disclosure, apply from the point Vyriad prepares any PHS/NIH-funded applicaƟon beyond 
Phase I. 

═══════════════════════════════════════════════════════ 

SECTION 2. APPLICABILITY AND SCOPE 

2.1 Persons Covered 

This Policy applies to every InvesƟgator (as defined in SecƟon 3) engaged in Research funded, or 
proposed to be funded, by PHS, regardless of the InvesƟgator's Ɵtle, posiƟon, or employment status, and 
includes employees, officers, directors, consultants, contractors, collaborators, students, trainees, and 
other agents of Vyriad who meet the definiƟon of InvesƟgator. 

2.2 AcƟviƟes Covered 

This Policy applies to any acƟvity for which Vyriad has submiƩed, or intends to submit, an applicaƟon for 
PHS/NIH funding, and to any ongoing Research that is funded, in whole or in part, by PHS/NIH. 

 



2.3 Subrecipients 

This Policy applies to Subrecipients (including subawardees, subcontractors, consorƟum members, and 
consultants) in accordance with SecƟon 17. 

2.4 EffecƟve Date and Revisions 

This Policy is effecƟve as of the date set forth on the cover page and supersedes any prior FCOI policy of 
the Company. Vyriad reserves the right to amend this Policy at any Ɵme. Material amendments will be 
communicated to InvesƟgators, will trigger the training requirement set forth in SecƟon 14, and will be 
posted publicly in accordance with SecƟon 11. 

═══════════════════════════════════════════════════════ 

SECTION 3. DEFINITIONS 

For purposes of this Policy, capitalized terms have the meanings set forth below. Where a term is defined 
in the PHS FCOI RegulaƟons, the regulatory definiƟon controls to the extent of any conflict. 

3.1 Disclosure of Significant Financial Interests — A wriƩen affirmaƟon of an InvesƟgator's Significant 
Financial Interests ("SFIs"), including those of the InvesƟgator's Spouse and Dependent Children, 
submiƩed to Vyriad on the Financial Conflict of Interest Disclosure Form set forth in AƩachment A. 

3.2 Designated InsƟtuƟonal Official ("DIO") — The individual designated by Vyriad, in accordance with 
SecƟon 4.2, to solicit and review disclosures of SFIs from InvesƟgators; determine whether an SFI is 
related to PHS/NIH-funded Research; determine whether an FCOI exists; and take such other acƟons as 
required by this Policy and 42 CFR 50.604(d). 

3.3 Financial Conflict of Interest ("FCOI") — A Significant Financial Interest that the DIO reasonably 
determines could directly and significantly affect the design, conduct, or reporƟng of PHS/NIH-funded 
Research. 

3.4 Financial Interest — Anything of monetary value received or held by an InvesƟgator or the 
InvesƟgator's Spouse or Dependent Children, whether or not the value is readily ascertainable, including, 
but not limited to: salary or other payments for services (e.g., consulƟng fees, honoraria, paid 
authorship); equity interests (e.g., stock, stock opƟons, warrants, or other ownership interests); and 
intellectual property rights and interests (e.g., patents, copyrights) and any royalƟes or other income 
received from such rights and interests. 

3.5 HHS — The United States Department of Health and Human Services and any components thereof, 
including PHS and NIH. 

3.6 InsƟtuƟon — Vyriad, Inc., together with any affiliated enƟty of Vyriad that submits an applicaƟon for, 
or receives, PHS/NIH funding through or on behalf of Vyriad. 

3.7 InsƟtuƟonal ResponsibiliƟes — An InvesƟgator's professional responsibiliƟes on behalf of Vyriad, 
including all acƟviƟes that derive from the InvesƟgator's standing or experƟse with the Company and the 
acƟviƟes the InvesƟgator was hired or engaged to perform. Examples include, without limitaƟon: 
research, research consultaƟon, teaching, professional pracƟce, service on Company commiƩees, service 



on data and safety monitoring boards or insƟtuƟonal review boards, and administraƟve or supervisory 
duƟes. 

3.8 InvesƟgator — The project director or principal invesƟgator ("PD/PI") and any other person, 
regardless of Ɵtle or posiƟon, who is responsible for the design, conduct, or reporƟng of Research 
funded, or proposed to be funded, by PHS/NIH. This includes, without limitaƟon, collaborators, 
subawardees, subcontractors, and consultants. 

3.9 Manage — To take acƟon to address an FCOI, which may include reducing or eliminaƟng the FCOI, to 
ensure, to the extent possible, that the design, conduct, and reporƟng of Research will be free from bias. 

3.10 Management Plan — A wriƩen plan developed and approved by the DIO to manage an FCOI, 
including any condiƟons or restricƟons imposed on an InvesƟgator. 

3.11 PHS Awarding Component — The organizaƟonal unit of PHS that funds the Research subject to this 
Policy, including NIH, the Centers for Disease Control and PrevenƟon, the Food and Drug AdministraƟon, 
the Health Resources and Services AdministraƟon, the Indian Health Service, and the Substance Abuse 
and Mental Health Services AdministraƟon. 

3.12 Public Health Service ("PHS") — The Public Health Service of the U.S. Department of Health and 
Human Services, and any components of the PHS to which the authority of the PHS may be delegated, 
including NIH. 

3.13 Research — A systemaƟc invesƟgaƟon, study, or experiment designed to develop or contribute to 
generalizable knowledge relaƟng broadly to public health, including behavioral and social-sciences 
research. The term includes any acƟvity for which Research funding is available from a PHS Awarding 
Component through a grant or cooperaƟve agreement, whether authorized under the PHS Act or 
another statutory authority. 

3.14 Senior/Key Personnel — The PD/PI and any other person idenƟfied by Vyriad in the grant 
applicaƟon, progress report, or any other report submiƩed to PHS as Senior/Key Personnel. 

3.15 Significant Financial Interest ("SFI") — A Financial Interest consisƟng of one or more of the 
following interests of the InvesƟgator (and those of the InvesƟgator's Spouse and Dependent Children) 
that reasonably appears to be related to the InvesƟgator's InsƟtuƟonal ResponsibiliƟes: 

(a) Publicly Traded EnƟƟes. With regard to any publicly traded enƟty, an SFI exists if the value of any 
remuneraƟon received from the enƟty in the twelve (12) months preceding the disclosure, when 
aggregated with the value of any equity interest in the enƟty as of the date of disclosure, exceeds 
$5,000. RemuneraƟon includes salary and any payment for services not otherwise idenƟfied as salary 
(e.g., consulƟng fees, honoraria, paid authorship). Equity interest includes any stock, stock opƟon, 
warrant, or other ownership interest, as determined through reference to public prices or other 
reasonable measures of fair market value. 

(b) Non-Publicly Traded EnƟƟes. With regard to any non-publicly traded enƟty, an SFI exists (i) if the value 
of any remuneraƟon received from the enƟty in the twelve (12) months preceding the disclosure, when 
aggregated, exceeds $5,000; or (ii) when the InvesƟgator (or the InvesƟgator's Spouse or Dependent 
Children) holds any equity interest (e.g., stock, stock opƟons, warrants, or other ownership interest). 



(c) Intellectual Property Rights and Interests. Intellectual property rights and interests (e.g., patents, 
copyrights) consƟtute an SFI upon receipt of income related to such rights and interests. 

(d) Reimbursed or Sponsored Travel. Reimbursed or sponsored travel undertaken by the InvesƟgator (or 
the InvesƟgator's Spouse or Dependent Children) that is related to the InvesƟgator's InsƟtuƟonal 
ResponsibiliƟes and that meets the disclosure thresholds set forth in SecƟon 6.3. 

(e) Foreign Financial Interests. Any financial interest, including remuneraƟon or travel, originaƟng from a 
foreign enƟty (including a foreign government at any level, foreign insƟtuƟon of higher educaƟon, 
foreign academic teaching hospital, foreign medical center, or foreign research insƟtute) that meets or 
exceeds the applicable disclosure threshold. 

Exclusions from the DefiniƟon of SFI. The following do not consƟtute an SFI under this Policy: 

(a) Salary, royalƟes, or other remuneraƟon paid by Vyriad to the InvesƟgator, provided the InvesƟgator is 
currently employed by or otherwise appointed by Vyriad, including intellectual-property rights assigned 
to Vyriad and agreements to share in royalƟes related to such rights; (b) Income from investment 
vehicles (e.g., mutual funds and reƟrement accounts) as long as the InvesƟgator does not directly control 
the investment decisions made in these vehicles; (c) Income from seminars, lectures, or teaching 
engagements sponsored by, or income from service on advisory commiƩees or review panels for, a U.S. 
federal, state, or local government agency, a U.S. insƟtuƟon of higher educaƟon (as defined at 20 U.S.C. 
1001(a)), an academic teaching hospital, a medical center, or a research insƟtute affiliated with a U.S. 
insƟtuƟon of higher educaƟon. 

3.16 Spouse and Dependent Children — "Spouse" means the person recognized under applicable law as 
the InvesƟgator's spouse or civil-union partner. "Dependent Children" means the InvesƟgator's children 
and other adults who qualify as dependents under the U.S. Internal Revenue Code. 

3.17 Subrecipient — Any enƟty that receives PHS/NIH funds through Vyriad by way of subaward, 
subcontract, consorƟum agreement, consulƟng agreement, or similar arrangement, and that is 
responsible for the design, conduct, or reporƟng of PHS/NIH-funded Research. The term "Subrecipient" 
includes subawardees, subcontractors, and consorƟum members. 

═══════════════════════════════════════════════════════ 

SECTION 4. ROLES AND RESPONSIBILITIES 

4.1 The InsƟtuƟon 

Vyriad, as the InsƟtuƟon, is responsible for the overall administraƟon and enforcement of this Policy. 
InsƟtuƟonal responsibiliƟes include, but are not limited to: 

(a) Maintaining an up-to-date, wriƩen, enforced FCOI policy that complies with 42 CFR Part 50 Subpart F 
and 45 CFR Part 94, and making the Policy publicly available; (b) Informing each InvesƟgator of this 
Policy, of the InvesƟgator's disclosure responsibiliƟes, and of the PHS FCOI RegulaƟons; (c) Requiring 
InvesƟgators to complete FCOI training in accordance with SecƟon 14; (d) SoliciƟng and reviewing SFI 
disclosures from InvesƟgators; (e) Determining whether an SFI is related to PHS/NIH-funded Research 
and whether such SFI consƟtutes an FCOI; (f) Managing any idenƟfied FCOIs, including implementaƟon 
of Management Plans; (g) ReporƟng FCOIs to the applicable PHS Awarding Component in accordance 



with SecƟon 12; (h) Enforcing this Policy, including through correcƟve and disciplinary acƟons under 
SecƟons 15 and 19; (i) Maintaining records required by this Policy in accordance with SecƟon 18; and (j) 
CerƟfying, in each applicaƟon for PHS/NIH funding, that the InsƟtuƟon has this Policy in effect and that 
the InsƟtuƟon will comply with the PHS FCOI RegulaƟons. 

4.2 Designated InsƟtuƟonal Official ("DIO") 

4.2.1 DesignaƟon. Vyriad hereby designates the Chief Compliance Officer (currently [Insert Name]) as 
the primary Designated InsƟtuƟonal Official ("DIO") under this Policy and 42 CFR 50.604(d). The Director 
of Finance and AccounƟng (currently [Insert Name]) shall serve as the Alternate DIO, with full authority 
to act in the primary DIO's place in the event of the primary DIO's absence, unavailability, or actual or 
apparent conflict of interest with respect to a specific SFI disclosure or FCOI maƩer. 

4.2.2 Authority. The DIO (or Alternate DIO when acƟng under SecƟon 4.2.1) has full insƟtuƟonal 
authority, on behalf of Vyriad, to: 

(a) Solicit and receive InvesƟgator SFI disclosures (including those of the InvesƟgator's Spouse and 
Dependent Children); (b) Determine whether an SFI is related to PHS/NIH-funded Research and whether 
an FCOI exists under SecƟon 8; (c) Develop, approve, and enforce FCOI Management Plans under SecƟon 
9, including all condiƟons or restricƟons imposed on the affected InvesƟgator; (d) Direct Vyriad's Finance 
and AccounƟng funcƟon to withhold, restrict, or reverse the use of PHS/NIH funds where necessary to 
enforce this Policy or a Management Plan; (e) Direct Vyriad's Human Resources funcƟon to iniƟate 
employment or engagement consequences for InvesƟgator noncompliance in accordance with SecƟon 
15; (f) Coordinate retrospecƟve reviews under SecƟon 13 and approve any MiƟgaƟon Report submiƩed 
to NIH; (g) CerƟfy Vyriad's FCOI compliance in each applicaƟon for PHS/NIH funding; and (h) Direct the 
Signing Official to upload, submit, or amend this Policy and any FCOI report through the NIH eRA 
Commons. 

4.2.3 Conflicts of Interest of the DIO. If the primary DIO has an actual or apparent conflict of interest with 
respect to a specific SFI disclosure or FCOI maƩer, the primary DIO shall recuse himself or herself from 
that maƩer and the Alternate DIO shall assume the primary DIO's authority for that maƩer. If both the 
DIO and the Alternate DIO have actual or apparent conflicts, the maƩer shall be referred to the Chief 
ExecuƟve Officer, who shall designate an independent, qualified individual to serve as the acƟng DIO for 
that maƩer. 

4.3 Signing Official ("SO") 

The Signing Official designated in the NIH eRA Commons is authorized to submit FCOI reports and to 
upload, amend, or withdraw this Policy in the NIH eRA Commons on behalf of Vyriad, at the direcƟon of 
the DIO. The Signing Official is separately designated and is not required to be the same individual as the 
DIO. 

4.4 Human Resources 

Vyriad's Human Resources funcƟon is responsible for: 

(a) Ensuring that new hires who meet the definiƟon of InvesƟgator are informed of this Policy and 
complete required FCOI training and iniƟal SFI disclosure prior to engaging in PHS/NIH-funded Research; 



(b) CoordinaƟng disciplinary or employment acƟons arising from noncompliance with this Policy, at the 
direcƟon of the DIO; and (c) Maintaining employment-related records associated with FCOI enforcement. 

4.5 Finance and AccounƟng 

Vyriad's Finance and AccounƟng funcƟon, led by the Director of Finance and AccounƟng, is responsible 
for: 

(a) CoordinaƟng with the DIO to ensure that PHS/NIH funds are not expended on any project for which 
an unresolved FCOI has been idenƟfied; (b) RestricƟng, withholding, or reversing the use of PHS/NIH 
funds at the direcƟon of the DIO; (c) Maintaining supporƟng documentaƟon for FCOI-related fund 
acƟons in accordance with the record-retenƟon requirements set forth in SecƟon 18; and (d) Serving as 
the Alternate DIO as set forth in SecƟon 4.2, and, when acƟng in that capacity, exercising the authority 
granted to the DIO. 

═══════════════════════════════════════════════════════ 

SECTION 5. INVESTIGATOR RESPONSIBILITIES 

Each InvesƟgator is responsible for: 

(a) Reviewing, understanding, and complying with this Policy, the PHS FCOI RegulaƟons (42 CFR Part 50 
Subpart F and 45 CFR Part 94), the NIH Grants Policy Statement, and all applicable Vyriad policies and 
procedures; (b) CompleƟng FCOI training in accordance with SecƟon 14 prior to engaging in PHS/NIH-
funded Research, and thereaŌer as required by this Policy; (c) Fully and accurately disclosing all SFIs 
(including those of the InvesƟgator's Spouse and Dependent Children) at the Ɵmes required by SecƟon 6; 
(d) UpdaƟng the SFI disclosure within thirty (30) days of discovering or acquiring any new SFI (e.g., 
through purchase, marriage, inheritance, or otherwise); (e) Complying with any Management Plan 
approved by the DIO; (f) CooperaƟng with the DIO in any retrospecƟve review or invesƟgaƟon of 
noncompliance; (g) NoƟfying the DIO promptly of any Subrecipient FCOI of which the InvesƟgator 
becomes aware; and (h) Ensuring that all InsƟtuƟonal ResponsibiliƟes are conducted with integrity and 
free from bias aƩributable to an SFI. 

═══════════════════════════════════════════════════════ 

SECTION 6. SIGNIFICANT FINANCIAL INTEREST (SFI) DISCLOSURE REQUIREMENTS 

6.1 Scope of Disclosure 

InvesƟgators must disclose all SFIs that reasonably appear to be related to their InsƟtuƟonal 
ResponsibiliƟes. The disclosure obligaƟon is not limited to Research responsibiliƟes or to a specific 
funded project. InvesƟgator SFI disclosures shall include, where applicable, the SFIs of the InvesƟgator's 
Spouse and Dependent Children. 

6.2 Timing of Disclosures 

Each InvesƟgator must submit a wriƩen Disclosure of Significant Financial Interests on the Financial 
Conflict of Interest Disclosure Form (AƩachment A) on each of the following occasions: 

(a) At the Time of ApplicaƟon. Prior to Vyriad's submission of any applicaƟon for PHS/NIH funding, each 
InvesƟgator idenƟfied on the applicaƟon must submit an SFI disclosure. Any new InvesƟgator who joins 



the project aŌer the applicaƟon has been submiƩed, or during the course of the Research, must submit 
an SFI disclosure promptly and before parƟcipaƟng in the project. 

(b) Upon Hire or Engagement. Each new employee, consultant, or contractor who meets the definiƟon of 
InvesƟgator must submit an SFI disclosure upon hire or engagement. 

(c) Annually. Each InvesƟgator with an acƟve PHS/NIH-funded project (or an acƟve PHS/NIH applicaƟon) 
must submit an updated SFI disclosure at least annually during the period of the award, and in no case 
more than twelve (12) months from the most recent disclosure. 

(d) Within Thirty (30) Days of Any New SFI. Each InvesƟgator must submit an updated SFI disclosure 
within thirty (30) days of discovering or acquiring a new SFI (e.g., through purchase, marriage, 
inheritance, or otherwise). 

(e) Reimbursed or Sponsored Travel. Each InvesƟgator must disclose reimbursed or sponsored travel 
required to be reported under SecƟon 6.3 within thirty (30) days of the occurrence of the travel. 

(f) Upon Discovery of an Undisclosed SFI. If Vyriad or the InvesƟgator discovers that a required SFI 
disclosure has not been made, the InvesƟgator must submit the disclosure promptly, and Vyriad will 
complete the retrospecƟve review required by SecƟon 13. 

6.3 Reimbursed or Sponsored Travel 

In addiƟon to the SFIs disclosed under SecƟons 6.1 and 6.2, each InvesƟgator must disclose the 
occurrence of any reimbursed or sponsored travel undertaken by the InvesƟgator (or the InvesƟgator's 
Spouse or Dependent Children) that is related to the InvesƟgator's InsƟtuƟonal ResponsibiliƟes, 
including travel that could reasonably appear to be related to, influence, or be affected by any PHS/NIH-
funded grant or research acƟvity to which you are assigned. 

Disclosure of such travel is not required if the travel is reimbursed or sponsored by a U.S. federal, state, 
or local government agency; a U.S. insƟtuƟon of higher educaƟon (as defined at 20 U.S.C. 1001(a)); an 
academic teaching hospital; a medical center; or a research insƟtute affiliated with a U.S. insƟtuƟon of 
higher educaƟon. For all other reimbursed or sponsored travel, the InvesƟgator must disclose: 

(a) The purpose of the trip; (b) The idenƟty of the sponsor or organizer; (c) The desƟnaƟon; (d) The 
duraƟon; and (e) If requested by the DIO, the monetary value of the travel. 

The DIO shall determine, on a case-by-case basis, whether further informaƟon is needed to determine 
whether the travel consƟtutes an FCOI. 

6.4 Foreign Financial Interests 

InvesƟgators must disclose all financial interests originaƟng outside the United States, including income 
from seminars, lectures, teaching engagements, service on advisory commiƩees or review panels, and 
reimbursed or sponsored travel, received from any foreign enƟty, foreign insƟtuƟon of higher educaƟon, 
or foreign government (at any level). Disclosure is required when the aggregated amount of such income 
meets or exceeds the $5,000 SFI threshold. 

 

 



6.5 Method of Disclosure 

Disclosures shall be submiƩed to the DIO on the Financial Conflict of Interest Disclosure Form 
(AƩachment A), by e-mail to FCOI@vyriad.com, or via any other secure method designated by the DIO. 
All disclosures shall be maintained in accordance with SecƟon 18. 

═══════════════════════════════════════════════════════ 

SECTION 7. REVIEW OF SFI DISCLOSURES 

The DIO is responsible for reviewing all SFI disclosures. Each SFI shall be evaluated in relaƟon to every 
PHS/NIH Research applicaƟon or award on which the InvesƟgator is responsible for the design, conduct, 
or reporƟng of Research, to determine whether the SFI is related to the funded Research and, if so, 
whether it consƟtutes an FCOI. SFI disclosures shall be reviewed at the following Ɵmes: 

(a) Prior to the Issuance of a New Award. Prior to the issuance of a new PHS/NIH award, and before any 
expenditure of any awarded funds (including during the Just-in-Time stage), the DIO shall review each 
InvesƟgator's SFIs. If an FCOI is idenƟfied, an FCOI Report shall be submiƩed to NIH via the eRA 
Commons FCOI Module prior to any expenditure of funds, in accordance with SecƟon 12. 

(b) Annual Review. As part of the annual SFI-disclosure process, the DIO shall review each InvesƟgator's 
updated SFI disclosure. The DIO shall determine whether previously disclosed SFIs have changed in a 
manner that requires an updated FCOI Report to NIH. 

(c) Ad Hoc Review (Within 60 Days). Within sixty (60) days aŌer receipt of the disclosure of a new SFI 
from an exisƟng InvesƟgator (e.g., due to purchase, marriage, inheritance, or otherwise) or an SFI 
disclosure from a newly parƟcipaƟng InvesƟgator, the DIO shall (i) review the SFI; (ii) determine whether 
it is related to the PHS/NIH-funded Research; (iii) determine whether an FCOI exists; and (iv) if an FCOI 
exists, implement a Management Plan under SecƟon 9. 

(d) Late or Unreviewed SFIs. If the DIO determines that an SFI that meets the definiƟon of an FCOI was 
not disclosed Ɵmely by an InvesƟgator, or was not reviewed or reported Ɵmely by Vyriad (including 
where a Management Plan was not implemented Ɵmely), the DIO shall, within sixty (60) days of the 
determinaƟon: (i) review the SFI; (ii) determine whether it is related to the PHS/NIH-funded Research; 
(iii) determine whether an FCOI exists; (iv) if an FCOI exists, implement, on at least an interim basis, a 
Management Plan under SecƟon 9; and (v) iniƟate the retrospecƟve review required by SecƟon 13. 

═══════════════════════════════════════════════════════ 

SECTION 8. RELATEDNESS AND FCOI DETERMINATION 

8.1 Relatedness DeterminaƟon 

An SFI is deemed related to the PHS/NIH-funded Research if the DIO reasonably determines that the SFI 
(i) could be affected by the PHS/NIH-funded Research; or (ii) is in an enƟty whose financial interest could 
be affected by the Research. 

8.2 FCOI DeterminaƟon 

If the DIO determines that an SFI is related to the PHS/NIH-funded Research, the DIO shall then 
determine whether the SFI consƟtutes an FCOI. An FCOI exists when the DIO reasonably determines that 



an SFI could directly and significantly affect the design, conduct, or reporƟng of the PHS/NIH-funded 
Research. 

8.3 DocumentaƟon of DeterminaƟons 

The DIO shall document, in wriƟng, the basis for each determinaƟon of relatedness and each FCOI 
determinaƟon. Such documentaƟon shall be maintained in the records required by SecƟon 18. 

═══════════════════════════════════════════════════════ 

SECTION 9. MANAGEMENT OF SFIs THAT POSE AN FCOI 

9.1 Management Plan Required 

Whenever the DIO determines that an SFI consƟtutes an FCOI, the DIO shall develop and implement a 
wriƩen Management Plan to manage, reduce, or eliminate the FCOI, so that, to the extent possible, the 
design, conduct, and reporƟng of the PHS/NIH-funded Research is free from bias. The Management Plan 
shall be implemented prior to the expenditure of any PHS/NIH-awarded funds and, in the case of a new 
or newly-disclosed FCOI, within sixty (60) days of the FCOI determinaƟon. 

9.2 Contents of Management Plan 

Each Management Plan shall include, at a minimum, the following elements: 

(a) Role and Principal DuƟes of the InvesƟgator in the Research; (b) CondiƟons of the Management Plan; 
(c) How the Management Plan is designed to safeguard objecƟvity in the Research; (d) ConfirmaƟon of 
the InvesƟgator's agreement to the Management Plan; (e) How the Management Plan will be monitored 
to ensure InvesƟgator compliance; and (f) Other informaƟon as needed to fully address the FCOI. 

9.3 Available Management CondiƟons 

Depending on the nature and magnitude of the FCOI, the DIO may impose one or more of the following 
management condiƟons, or such other condiƟons as the DIO deems appropriate: 

(a) Public disclosure of the FCOI (e.g., in presentaƟons, publicaƟons, and consent forms); (b) Disclosure 
of the FCOI directly to research parƟcipants or subjects, as applicable in accordance with SecƟon 16; (c) 
Appointment of an independent monitor who is capable of taking measures to protect the design, 
conduct, and reporƟng of the Research from bias resulƟng from the FCOI; (d) ModificaƟon of the 
Research plan; (e) Change of InvesƟgator personnel or responsibiliƟes, or disqualificaƟon of the 
InvesƟgator from all or a porƟon of the Research; (f) ReducƟon or eliminaƟon of the SFI (e.g., divesƟture 
of the financial interest); and (g) Severance of the InvesƟgator's relaƟonship or contract that creates the 
SFI. 

9.4 InvesƟgator NoƟficaƟon and Agreement 

The DIO shall provide a wriƩen copy of the Management Plan to the affected InvesƟgator. The 
InvesƟgator shall acknowledge, in wriƟng, the InvesƟgator's understanding of, and agreement to comply 
with, the Management Plan prior to further parƟcipaƟon in the Research. 

 

 



9.5 DuraƟon of Management Plan 

Each Management Plan shall remain in effect unƟl the DIO determines that the SFI no longer poses an 
FCOI, or unƟl the compleƟon of the Research, whichever occurs first. The DIO shall review each 
Management Plan at least annually and shall update the Management Plan as necessary. 

═══════════════════════════════════════════════════════ 

SECTION 10. MONITORING INVESTIGATOR COMPLIANCE 

The DIO shall monitor InvesƟgator compliance with each Management Plan for the duraƟon of the 
InvesƟgator's parƟcipaƟon in the applicable PHS/NIH-funded Research. Monitoring acƟviƟes may 
include, but are not limited to: 

(a) Periodic (at least annual) review of the Management Plan and the InvesƟgator's compliance 
therewith; (b) Review of publicaƟons, presentaƟons, and public disclosures to confirm required FCOI 
disclosures have been made; (c) CommunicaƟon with any independent monitor appointed under the 
Management Plan; (d) Follow-up interviews or wriƩen aƩestaƟons from the InvesƟgator; and (e) Review 
of research records, informed-consent documents (for human-subjects research), and financial records 
to confirm compliance. 

The DIO shall document all monitoring acƟviƟes, findings, and any correcƟve acƟons in the records 
required by SecƟon 18. 

═══════════════════════════════════════════════════════ 

SECTION 11. PUBLIC ACCESSIBILITY OF THE FCOI POLICY AND FCOIs HELD BY SENIOR/KEY PERSONNEL 

11.1 Public PosƟng of the FCOI Policy 

Vyriad shall make this Policy publicly accessible via a Company-hosted website at: 

hƩps://www.vyriad.com/compliance/fcoi 

The Policy shall be accessible without registraƟon, login, or other barriers. If Vyriad ceases to maintain a 
public website, the Policy shall be made available to any requesƟng party within five (5) business days of 
a wriƩen request submiƩed to FCOI@vyriad.com. 

11.2 Public Accessibility of FCOI InformaƟon for Senior/Key Personnel 

Prior to the expenditure of PHS/NIH-awarded funds, and in accordance with 42 CFR 50.605(a)(5), Vyriad 
shall ensure that FCOI informaƟon concerning any Senior/Key Personnel of an acƟve PHS/NIH-funded 
project is publicly accessible. Vyriad may saƟsfy this requirement by either: 

(a) PosƟng FCOI informaƟon on the Vyriad FCOI website; or (b) Providing FCOI informaƟon in a wriƩen 
response within five (5) business days of receipt of a wriƩen request submiƩed to FCOI@vyriad.com. 

The publicly accessible informaƟon shall include, at a minimum, the following elements for each 
Senior/Key Personnel FCOI: 

(1) The InvesƟgator's name; (2) The InvesƟgator's Ɵtle and role with respect to the Research project; (3) 
The name of the enƟty in which the SFI is held; (4) The nature of the SFI (e.g., equity, consulƟng, 



royalƟes, honoraria); and (5) The approximate dollar value of the SFI, disclosed in ranges (e.g., $0–
$4,999; $5,000–$9,999; $10,000–$19,999; and by increments of $20,000 up to $100,000; and by 
increments of $50,000 thereaŌer), or a statement that the value cannot be readily determined. 

11.3 Timing of Updates 

The informaƟon required under SecƟon 11.2 shall be updated: 

(a) At least annually; and (b) Within sixty (60) days of Vyriad's idenƟficaƟon of a new FCOI held by 
Senior/Key Personnel. 

FCOI informaƟon for Senior/Key Personnel shall remain publicly accessible for at least three (3) years 
from the date the informaƟon was most recently updated. 

═══════════════════════════════════════════════════════ 

SECTION 12. REPORTING IDENTIFIED FINANCIAL CONFLICTS OF INTEREST TO NIH 

12.1 General 

Vyriad shall provide FCOI Reports to the applicable PHS Awarding Component (typically NIH) through the 
eRA Commons FCOI Module, in accordance with 42 CFR 50.605(b). The Signing Official shall submit FCOI 
Reports at the direcƟon of the DIO. 

12.2 IniƟal FCOI Report 

Prior to Vyriad's expenditure of any PHS/NIH-awarded funds, Vyriad shall submit an IniƟal FCOI Report to 
NIH for each FCOI idenƟfied. If an FCOI is not idenƟfied unƟl aŌer the expenditure of funds, Vyriad shall 
submit the IniƟal FCOI Report to NIH within sixty (60) days of the FCOI determinaƟon. 

12.3 Annual FCOI Report 

For any FCOI previously reported by Vyriad, Vyriad shall submit an Annual FCOI Report to NIH for the 
duraƟon of the PHS/NIH-funded project (including any extensions with or without funds). The Annual 
FCOI Report shall specify whether the FCOI is sƟll being managed or explain why the FCOI no longer 
exists, and shall provide the status of the Management Plan (including any changes to the Plan). 

12.4 Revised FCOI Report 

Following a retrospecƟve review under SecƟon 13, Vyriad shall submit a Revised FCOI Report if the 
retrospecƟve review results in a change to a previously submiƩed FCOI Report or if bias is idenƟfied. The 
Revised FCOI Report shall include, as applicable, a MiƟgaƟon Report. 

12.5 Content of FCOI Reports 

Each FCOI Report submiƩed under this SecƟon 12 shall include the following elements, as required by 42 
CFR 50.605(b)(3): 

(a) The grant or contract number; (b) The PD/PI or Contact PD/PI, if a mulƟple-PD/PI model is used; (c) 
The name of the InvesƟgator with the FCOI; (d) The name of the enƟty in which the InvesƟgator holds 
the FCOI; (e) The nature of the FCOI (e.g., equity, consulƟng, royalƟes, honoraria, reimbursed or 
sponsored travel); (f) The value of the FCOI in dollar ranges as described in SecƟon 11.2, or a statement 



that the value cannot be readily determined; (g) A descripƟon of how the FCOI relates to the PHS/NIH-
funded Research and the basis for Vyriad's determinaƟon that the FCOI conflicts with the Research; (h) A 
descripƟon of the key elements of Vyriad's Management Plan, including the InvesƟgator's role and 
principal duƟes in the Research, the condiƟons of the Management Plan, how the Management Plan is 
designed to safeguard objecƟvity, confirmaƟon of the InvesƟgator's agreement, and how the 
Management Plan will be monitored; and (i) Any other informaƟon required by NIH. 

═══════════════════════════════════════════════════════ 

SECTION 13. RETROSPECTIVE REVIEW AND MITIGATION REPORTS 

13.1 When a RetrospecƟve Review Is Required 

Whenever an FCOI is not idenƟfied or managed in a Ɵmely manner, including where (a) an InvesƟgator 
failed to disclose an SFI in a Ɵmely manner; (b) Vyriad failed to review or report an FCOI in a Ɵmely 
manner; or (c) an InvesƟgator failed to comply with a Management Plan, the DIO shall, within one 
hundred twenty (120) days of the determinaƟon of noncompliance, complete a retrospecƟve review of 
the InvesƟgator's acƟviƟes and the PHS/NIH-funded Research to determine whether the Research, or 
any porƟon thereof, conducted during the period of noncompliance was biased in its design, conduct, or 
reporƟng. 

13.2 DocumentaƟon of RetrospecƟve Review 

The DIO shall document the retrospecƟve review, which shall include, at a minimum: 

(a) The project number; (b) The project Ɵtle; (c) The PD/PI or Contact PD/PI, if a mulƟple-PD/PI model is 
used; (d) The name of the InvesƟgator with the FCOI; (e) The name of the enƟty with which the 
InvesƟgator has the FCOI; (f) The reason(s) for the retrospecƟve review; (g) A detailed methodology used 
for the retrospecƟve review (e.g., which project acƟviƟes were reviewed, whether personnel were 
interviewed, whether project records were reviewed, and other elements as applicable); (h) The findings 
of the retrospecƟve review; and (i) The conclusions of the retrospecƟve review. 

13.3 MiƟgaƟon Report 

If bias is found through the retrospecƟve review, Vyriad shall promptly noƟfy NIH of the finding and shall 
submit a MiƟgaƟon Report to NIH within one hundred twenty (120) days of the determinaƟon of 
noncompliance. The MiƟgaƟon Report shall include, at a minimum, the key elements documented in the 
retrospecƟve review and a descripƟon of the impact of the bias on the Research and Vyriad's plan of 
acƟon or acƟons taken to eliminate or miƟgate the effect of the bias (e.g., impact on the Research 
project; extent of harm done; analysis of whether the Research project is salvageable; acƟons to 
eliminate or miƟgate the effect of the bias; and any correcƟve acƟons taken with respect to the 
InvesƟgator). 

13.4 NoƟficaƟon of NIH 

Vyriad shall noƟfy NIH promptly and update the FCOI Report accordingly in each of the following 
circumstances: (a) whenever bias is found through a retrospecƟve review; (b) whenever any material 
change occurs with respect to a previously reported FCOI; and (c) at any other Ɵme required by the PHS 
FCOI RegulaƟons. 



═══════════════════════════════════════════════════════ 

SECTION 14. TRAINING REQUIREMENTS FOR INVESTIGATORS 

14.1 Required Training 

Each InvesƟgator shall complete FCOI training that saƟsfies 42 CFR 50.604(b). Training shall cover, at a 
minimum: this Policy; the PHS FCOI RegulaƟons; the InvesƟgator's responsibility to disclose SFIs; and the 
consequences of noncompliance. Vyriad has designated the NIH FCOI Tutorial as an acceptable training 
resource, and it may be supplemented by a Vyriad-specific training module maintained by the DIO. 

14.2 Timing of Training 

Each InvesƟgator shall complete FCOI training at the following Ɵmes: 

(a) Prior to Engaging in PHS/NIH-Funded Research. Each InvesƟgator must complete FCOI training prior 
to engaging in any PHS/NIH-funded Research on behalf of Vyriad. (b) At Least Every Four (4) Years. Each 
InvesƟgator must complete FCOI training at least every four (4) years thereaŌer. (c) Immediately Upon 
Any Triggering Event, including: (i) A revision of this Policy in a manner that affects InvesƟgator 
requirements; (ii) A change in the InvesƟgator's status such that this Policy becomes newly applicable to 
the InvesƟgator; (iii) A determinaƟon by Vyriad that the InvesƟgator has failed to comply with this Policy 
or any Management Plan; and (iv) Any other event idenƟfied by the DIO. 

14.3 DocumentaƟon of Training 

Vyriad shall maintain documentaƟon of the compleƟon of FCOI training by each InvesƟgator, including 
the but not limited to, date of training, current SFI status and a cerƟficaƟon of understanding, and shall 
retain such records in accordance with SecƟon 18. 

═══════════════════════════════════════════════════════ 

SECTION 15. NONCOMPLIANCE WITH FCOI POLICY AND CORRECTIVE ACTIONS 

15.1 DeterminaƟon of Noncompliance 

Noncompliance with this Policy may include, but is not limited to: failure to submit a Ɵmely SFI 
disclosure; failure to complete required FCOI training; failure to comply with a Management Plan; 
falsificaƟon or intenƟonal omission on any disclosure; and any other violaƟon of this Policy or the PHS 
FCOI RegulaƟons. 

15.2 InvesƟgaƟon and Interim Measures 

Upon receipt of informaƟon indicaƟng possible noncompliance, the DIO shall promptly iniƟate an 
invesƟgaƟon. During the invesƟgaƟon, the DIO may impose interim measures, including the suspension 
of InvesƟgator parƟcipaƟon in the applicable Research, the implementaƟon of an interim Management 
Plan, or the restricƟon of PHS/NIH fund expenditures related to the Research. 

15.3 CorrecƟve AcƟons 

If the DIO determines that noncompliance has occurred, the DIO shall implement correcƟve acƟon, 
which may include one or more of the following: 



(a) Requiring addiƟonal or repeat FCOI training; (b) WriƩen reprimand; (c) Amendment of the 
Management Plan (including imposiƟon of addiƟonal condiƟons); (d) Suspension of the InvesƟgator 
from all or part of the affected Research; (e) RestricƟon, withholding, or reversal of PHS/NIH-fund 
expenditures; (f) Human-resources or contractual consequences, including terminaƟon of employment 
or engagement, in accordance with SecƟon 19; and (g) Any addiƟonal acƟons required by 42 CFR 50.606 
or otherwise required by NIH. 

15.4 RetrospecƟve Review Following Noncompliance 

Whenever noncompliance is determined, the DIO shall conduct the retrospecƟve review required by 
SecƟon 13. 

15.5 NoƟficaƟon of NIH 

Vyriad shall noƟfy NIH of any noncompliance that requires reporƟng under 42 CFR 50.606, including any 
bias idenƟfied through a retrospecƟve review. 

═══════════════════════════════════════════════════════ 

SECTION 16. CLINICAL RESEARCH REQUIREMENTS 

For any Research funded by the PHS involving a clinical research project in which the InvesƟgator has a 
Management Plan, and for which the DIO determines the FCOI was not managed or reported as required 
by the PHS FCOI RegulaƟons, Vyriad shall require the InvesƟgator to disclose the FCOI in each public 
presentaƟon of the results of the Research and to request an addendum to previously published 
presentaƟons, in accordance with 42 CFR 50.606(c). 

═══════════════════════════════════════════════════════ 

SECTION 17. SUBRECIPIENT REQUIREMENTS 

17.1 WriƩen Agreement Required 

If Vyriad carries out PHS/NIH-funded Research through a Subrecipient, Vyriad shall incorporate, as part 
of a wriƩen agreement with the Subrecipient, terms that establish whether the FCOI policy of Vyriad or 
the Subrecipient will apply to the Subrecipient's InvesƟgators, and that require the Subrecipient to 
comply with the applicable FCOI policy in a manner consistent with the PHS FCOI RegulaƟons. 

17.2 ElecƟon of Applicable FCOI Policy 

The wriƩen agreement shall require the Subrecipient to elect one of the following: 

(a) OpƟon A – Vyriad Policy. The Subrecipient elects to comply with Vyriad's FCOI Policy (VYR-COMP-
FCOI-001), as it may be amended from Ɵme to Ɵme. The Subrecipient shall require each of its 
InvesƟgators to complete FCOI training that saƟsfies 42 CFR 50.604(b) and to submit SFI disclosures 
directly to Vyriad's DIO on the Ɵmelines set forth in SecƟon 6. 

(b) OpƟon B – Subrecipient's Own Policy. The Subrecipient cerƟfies that its FCOI policy complies with 42 
CFR Part 50 Subpart F and 45 CFR Part 94, and the Subrecipient shall administer FCOI for its InvesƟgators 
in accordance with its own policy. The Subrecipient shall provide a copy of its FCOI policy to Vyriad upon 
request. 



 

17.3 Subrecipient CerƟficaƟon and ReporƟng 

The wriƩen agreement shall require the Subrecipient to: 

(a) CerƟfy that it has an up-to-date, wriƩen, enforced administraƟve process to idenƟfy and manage 
FCOIs with respect to all InvesƟgators parƟcipaƟng in the Research; (b) Enforce InvesƟgator compliance 
with the PHS FCOI RegulaƟons, the Subrecipient's own FCOI policy (if applicable under OpƟon B), and, 
where OpƟon A is elected, Vyriad's FCOI Policy; (c) Ensure that each of its InvesƟgators completes FCOI 
training that saƟsfies 42 CFR 50.604(b) prior to engaging in the Research, at least every four (4) years 
thereaŌer, and immediately upon any triggering event; (d) Report to Vyriad any idenƟfied FCOI held by a 
Subrecipient InvesƟgator in a Ɵme frame that allows Vyriad to report the FCOI to NIH as required by 
SecƟon 12 (in no event later than thirty (30) days aŌer the Subrecipient's idenƟficaƟon of the FCOI, or 
such earlier date as Vyriad reasonably requires); (e) NoƟfy Vyriad within five (5) business days of any 
noncompliance by a Subrecipient InvesƟgator that could reasonably require a MiƟgaƟon Report or other 
acƟon under 42 CFR 50.606; (f) Cooperate with Vyriad in any retrospecƟve review required by SecƟon 13 
and complete such retrospecƟve review, in the case of Subrecipient-caused noncompliance, no later 
than one hundred twenty (120) days aŌer the determinaƟon of noncompliance; and (g) Provide any 
addiƟonal informaƟon required by Vyriad to fulfill Vyriad's obligaƟons under the PHS FCOI RegulaƟons. 

═══════════════════════════════════════════════════════ 

SECTION 18. MAINTENANCE OF RECORDS 

Vyriad shall maintain records of all InvesƟgator SFI disclosures; all Vyriad reviews of and responses to 
such disclosures; and all acƟons taken by Vyriad under this Policy (including Management Plans, 
retrospecƟve reviews, MiƟgaƟon Reports, FCOI Reports submiƩed to NIH, and training records). Such 
records shall be retained for a period of at least three (3) years from the date the final expenditures 
report is submiƩed to NIH, or such longer period as required by 45 CFR 75.361, whichever is longer. If 
liƟgaƟon, claims, financial-management review, or audit is started before the expiraƟon of the retenƟon 
period, records shall be retained unƟl all such maƩers are resolved and final acƟon taken. 

═══════════════════════════════════════════════════════ 

SECTION 19. ENFORCEMENT ACTIONS FOR INVESTIGATOR NONCOMPLIANCE 

Vyriad may impose one or more of the following enforcement acƟons in response to InvesƟgator 
noncompliance with this Policy, the applicable Management Plan, or the PHS FCOI RegulaƟons. The 
specific acƟon taken shall be commensurate with the severity, frequency, and duraƟon of the 
noncompliance, and with any related bias idenƟfied in a retrospecƟve review. 

(a) Mandatory addiƟonal or repeat FCOI training; (b) WriƩen reprimand and formal placement in 
personnel or vendor file; (c) Amendment of the Management Plan (including imposiƟon of addiƟonal 
condiƟons or an independent monitor); (d) Suspension of the InvesƟgator from all or part of the affected 
Research or from any PHS/NIH-funded Research; (e) RestricƟon, withholding, or reversal of PHS/NIH-
fund expenditures aƩributable to the InvesƟgator; (f) Financial sancƟons, including reimbursement of 
Vyriad-incurred costs arising from the noncompliance; (g) For Vyriad employees, human-resources 
acƟons up to and including terminaƟon of employment; (h) For consultants, contractors, or 



Subrecipients, acƟons up to and including terminaƟon of the applicable agreement; (i) Referral to HHS or 
its Office of Inspector General as required by 42 CFR 50.606; and (j) Any other acƟon required by NIH, 
HHS, or applicable law. 

Nothing in this SecƟon 19 limits Vyriad's ability to pursue any other remedy available to it at law or in 
equity. 

═══════════════════════════════════════════════════════ 

SECTION 20. USEFUL FCOI AND NIH RESOURCES 

The following resources may be useful to InvesƟgators and Subrecipients in understanding and 
complying with this Policy and the PHS FCOI RegulaƟons. Vyriad does not warrant the accuracy or 
availability of any linked resource. 

(a) 42 CFR Part 50 Subpart F – Responsibility of Applicants for PromoƟng ObjecƟvity in Research: 
hƩps://www.ecfr.gov/current/Ɵtle-42/chapter-I/subchapter-D/part-50/subpart-F (b) 45 CFR Part 94 – 
Responsible ProspecƟve Contractors: hƩps://www.ecfr.gov/current/Ɵtle-45/subƟtle-A/subchapter-
A/part-94 (c) NIH Financial Conflict of Interest home page: hƩps://grants.nih.gov/grants/policy/coi/ (d) 
NIH Frequently Asked QuesƟons on the FCOI RegulaƟon: 
hƩps://grants.nih.gov/grants/policy/coi/coi_faqs.htm (e) NIH FCOI Tutorial (free online training): 
hƩps://grants.nih.gov/grants/policy/coi/tutorial2011/fcoi.htm (f) NIH eRA Commons FCOI Module User 
Guide: hƩps://era.nih.gov/erahelp/FCOI/ 

═══════════════════════════════════════════════════════ 

SECTION 21. POINT OF CONTACT 

QuesƟons regarding this Policy, requests for a Management Plan, or requests for FCOI informaƟon for 
Senior/Key Personnel should be directed to Vyriad's Designated InsƟtuƟonal Official at: 

Vyriad, Inc.  

AƩenƟon: Chief Compliance Officer (Designated InsƟtuƟonal Official)  
             2900 37th Street NW, Building 110  
             Rochester, MN 55901  

E-mail: FCOI@vyriad.com 
═══════════════════════════════════════════════════════ 

 




