
1 of 10 | ReRx Therapeutics¶ FCOI Policy (Sept 2025) 

 

FINANCIAL CONFLICT OF INTEREST (FCOI) POLICY 
1st September 2025 

 

Table of Contents 
Table of Contents .................................................................................................................................................... 1 

1. INTRODUCTION .......................................................................................................................................... 2 
2. APPLICABILITY ........................................................................................................................................... 2 
3. DEFINITIONS ................................................................................................................................................ 2 
4. SFI DISCLOSURE REQUIREMENTS ......................................................................................................... 4 
5. REVIEW OF SFI DISCLOSURES BY RERX THERAPEUTICS DESIGNATED OFFICIAL .................. 4 

6. *8,'(/,1(6�)25�'(7(50,1,1*�µ5(/$7('1(66¶�2)�6),�72�3+6�1,+- FUNDED RESEARCH 
AND A FINANCIAL CONFLICT OF INTEREST ............................................................................................... 5 
7. MANAGEMENT OF SIGNIFICANT FINANCIAL INTERESTS THAT POSE FINANCIAL CONFLICT 
OF INTEREST........................................................................................................................................................ 5 
8. MONITORING INVESTIGATOR COMPLIANCE ..................................................................................... 6 

9. PUBLIC ACCESSIBILITY TO INFORMATION RELATED TO FINANCIAL CONFLICTS OF 
INTEREST .............................................................................................................................................................. 6 
10. REPORTING OF FINANCIAL CONFLICTS OF INTEREST ................................................................. 7 
11. TRAINING REQUIREMENTS ................................................................................................................. 7 
12. FAILURE TO COMPLY OR NONCOMPLIANCE WITH RERX THERAPEUTICS FCOI POLICY 
AND CORRECTIVE ACTIONS ........................................................................................................................... 8 
13. CLINICAL RESEARCH REQUIREMENTS ............................................................................................ 8 
14. SUBRECIPIENT REQUIREMENTS ........................................................................................................ 8 
15. MAINTENANCE OF RECORDS .............................................................................................................. 9 
16. ENFORCEMENT ACTIONS FOR INVESTIGATOR NONCOMPLIANCE .......................................... 9 
17. USEFUL FCOI AND NIH RECORDS .................................................................................................... 10 

18. POINT OF CONTACT ............................................................................................................................. 10 
 
  

 



2 of 10 | ReRx Therapeutics¶ FCOI Policy (Sept 2025) 

1. INTRODUCTION 
The Federal Department of Health and Human Services has developed regulations (42 CFR Part 50 Subpart F 
DQG����&)5�3DUW�����RQ�3URPRWLQJ�2EMHFWLYLW\�LQ�5HVHDUFK��7KH�UHJXODWLRQV�ZHUH�¿UVW�GHYHORSHG�LQ�������DQG�
in 2011, the regulations were revised. These regulations describe the actions an individual and an organization 
must take to promote objectivity in Public Health Service (PHS) funded research. The regulations apply to all 
PHS (e.g., National Institutes of Health [NIH]) funded grants, cooperative agreements, and research contracts. 
The regulations are not applicable to Phase 1 Small Business Innovation Research or Small Business 
Technology Transfer applications and/or awards. This policy implements the regulatory requirements provided 
in 42 CFR Part 50 Subpart F for ReRx Therapeutics, Inc. 
 
5H5[�7KHUDSHXWLFV��,QF���³5H5[�7KHUDSHXWLFV´��³7KH�,QVWLWXWLRQ´��DGRSWV�WKLV�SROLF\�IRU�DOO�,QYHVWLJDWRUV��DV�
defined below) engaged in PHS/NIH-funded research. It established processes to identify, disclose, and manage 
Investigator financial conflicts of interest to protect research integrity, ensure the safety of human and animal 
subjects, and maintain public trust in PHS/NIH-supported research.  
 

2. APPLICABILITY 
This policy implements the regulatory requirements provided in 42 CFR Part 50 Subpart F for grants and 
cooperative agreements issued by the NIH. This policy applies to all Investigators who are responsible for the 
design, conduct, or reporting of NIH-funded research at ReRx Therapeutics��,W�DOVR�DSSOLHV�WR�³,QYHVWLJDWRUV͟�
who participate as employees, subcontractors, or collaborators on NIH-funded projects.  

3. DEFINITIONS 
)RU�WKH�SXUSRVH�RI�WKHVH�SROLFLHV�DQG�SURFHGXUHV�WKH�IROORZLQJ�GH¿QLWLRQV�DSSO\: 
Financial FRQÀLFW of interest (FCOI): A significant financial interest that is related to the PHS/NIH- funded 
research (i.e., the SFI could be affected by the research or the SFI is in an entity whose financial interest could 
be affected by the research) and could directly and significantly affect the design, conduct, or reporting of PHS-
funded research.  
Financial Interest: Financial Interest means anything of monetary value, whether or not the value is readily 
ascertainable. 
Institutional Responsibilities: Institutional responsibilities are the professional activities an investigator 
performs on behalf of ReRx Therapeutics (e.g. research, product development and testing, research publication 
and communication, consulting, operations management, administration, fundraising or institutional committee 
memberships or panels). 
Designated Official (DO): The Designated Official has been designated by ReRx Therapeutics as any co-
founder WR�RYHUVHH�WKH�¿QDQFLDO�FRQÀLFWV�RI�LQWHUHVW�SURFHVV��LQFOXGLQJ�VROLFLWDWLRQ�DQG�UHYLHZ�RI�GLVFORVXUHV�RI�
VLJQL¿FDQW�¿QDQFLDO�LQWHUHVWV, and identify FCOIs per the regulatory criteria provided in 42 CFR 50.604(f) and 
as stated within the policy below. 
Institution: Any public or private organization, domestic or foreign (excluding a federal agency) that is 
applying for or receives, PHS/NIH research funding. 
Investigator: The Project Director (PD) or Principal Investigator (PI) and any other person, regardless of title 
or position, who is responsible for the design, conduct, or reporting of research funded by award or proposed for 
funding, which may include, for example, collaborators or consultants. ReRx Therapeutics will consider the 
LQGLYLGXDO¶V�UROH��UDWKHU�WKDQ�WKH�WLWOH��RI�WKRVH�LQYROYHG�LQ�WKH�UHVHDUFK�DQG�WKH�GHJUHH�RI�LQGHSHQGHQFH�LQ�ZKLFK�
the individual works when determining who is responsible for the design, conduct, or reporting of the PHS-
funded research. 
Manage: Refers to tacking 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 form bias.  
Research: Research implies 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. 
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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). 
PHS-Funded Research: The term includes any such activity for which research funding is available from a 
PHS Awarding Component through a grant, cooperative agreement, or contract, whether authorized under the 
PHS Act or other statutory authority. 
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 involved may be delegated, including the National Institutes of Health (NIH). 
NIH: The biomedical research agency of the PHS. 
Senior/Key Personnel: Senior/key personnel PHDQ�WKH�3'�3,�DQG�DQ\�RWKHU�SHUVRQ�LGHQWL¿HG�DV�VHQLRU�NH\�
personnel by the Institution in the grant application, progress report, or any other report submitted to the 
3+6�1,+�E\�WKH�,QVWLWXWLRQ��7KLV�WHUP�LV�GH¿QHG�RQO\�DV�LW�UHODWHV�WR�WKH�SXEOLF�DFFHVsibility requirements 
GHVFULEHG�XQGHU�WKH�VHFWLRQ�ODEHOHG�3XEOLF�$FFHVVLELOLW\�WR�,QIRUPDWLRQ�5HODWHG�WR�)LQDQFLDO�&RQÀLFW�RI�,QWHUHVW� 
 
Significant Financial Interest (SFI) 
1. A GRPHVWLF�RU�IRUHLJQ�¿QDQFLDO interest consisting of one or more of the following interests of the 

Investigator (and those of the Investigator's spouse and dependent children) that reasonably appear to be 
related to the Investigator's institutional responsibilities performed on behalf of ReRx Therapeutics: 

I. With regard to any publicly traded entity��D�VLJQL¿FDQW�¿QDQFLDO�LQWHUHVW�H[LVWV�LI�WKH�YDOXH�RI�DQ\�
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 
SXUSRVHV�RI�WKLV�GH¿QLWLRQ��UHPXQHUDWLRQ�LQFOXGHV�VDODU\�DQG�DQ\�SD\PHQW�IRU�VHUYLFHV�QRW�RWKHUZLVH�
LGHQWL¿HG�DV�VDODU\��H�J���FRQVXOWLQJ�IHHV��KRQRUDULD��SDLG�DXWKRUVKLS���HTXLW\�LQWHUHVW�LQFOXGHV�DQ\�VWRFN��
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 any non-publicly traded entity��D�VLJQL¿FDQW�¿QDQFLDO�LQWHUHVW�H[LVWV�LI�WKH�YDOXH�RI�DQ\�
remuneration received from the entity in the twelve months preceding the disclosure, when aggregated, 
exceeds $5,000, or when the Investigator (or the Investigator's spouse or dependent children) holds any 
equity interest (e.g., stock, stock option, or other ownership interest); or 

III. With regard to intellectual property rights and interests (e.g., patents, copyrights)��D�VLJQL¿FDQW�
¿QDQFLDO�LQWHUHVW�H[LVWV�XSRQ�UHFHLSW�RI�LQFRPH�RI�JUHDWHU�WKDQ��������UHODWHG�WR�VXFK�ULJKWV�DQG�LQWHUHVWV� 

2. Investigators must disclose the occurrence of any reimbursed or sponsored travel that exceeds $5,000 
(i.e., that which is paid on behalf of the Investigator and not reimbursed to the Investigator so that the exact 
monetary value may not be readily available) related to the Investigator's institutional responsibilities. The 
initial disclosure of reimbursed or sponsored travel should include income received over the previous twelve 
months. The details of this disclosure will include, at a minimum, the purpose of the trip, the identity of the 
sponsor/organizer, the destination, and the duration. 
The disclosure requirement does not apply to travel that is reimbursed or sponsored by the following: 
x a federal, state, or local government agency located in the United States, 
x a United States Institution of higher education, 
x an academic teaching hospital, 
x a medical center, or 
x a research institute affiliated with a United States Institution of Higher Education. 

3. The term µVLJQL¿FDQW�¿QDQFLDO�LQWHUHVW¶ does not include WKH�IROORZLQJ�W\SHV�RI�¿QDQFLDO�LQWHUHVWV� 
I. Salary, royalties, or other remuneration paid by ReRx Therapeutics to the Investigator if the Investigator 

is currently employed or otherwise appointed by ReRx Therapeutics, including intellectual property 
rights assigned to ReRx Therapeutics and agreements to share in royalties related to such rights. 

II. Any ownership interest in ReRx Therapeutics, held by the Investigator since ReRx Therapeutics is a 
commercial or for-SUR¿W�RUJDQL]DWLRQ�DQG�VXFK�LQWHUHVW�LV�H[FOXGHG�IURP�WKH�6),�GH¿QLWLRQ�SHU�
regulation. This exclusion only applies if the applicant or recipient (including a sub-recipient) is a for-
profit or commercial institution. 

Justin Lee
Investigator (or the Investigator's spouse or dependent children)
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III. Income from investment vehicles, such as mutual funds and retirement accounts, as long as the 
Investigator does not directly control the investment decisions made in these vehicles. 

IV. Income from seminars, lectures, or teaching engagements sponsored by a federal, state, or local 
government agency located in the United States (U.S.), a U.S. Institution of higher education, an 
academic teaching hospital, a medical center, or a research institute that is affiliated with a U.S. 
Institution of higher education or 

V. Income from service on advisory committees or review panels for a federal, state, or local government 
agency located in the United States (U.S.), a U.S. Institution of higher education, an academic teaching 
hospital, a medical center, or a research institute that is affiliated with a U.S. Institution of higher 
education. 

Foreign Financial Interests: ,QYHVWLJDWRUV�PXVW�GLVFORVH�DOO�IRUHLJQ�¿QDQFLDO�LQWHUHVWV��ZKLFK�LQFOXGHV�LQFRPH�
from seminars, lectures, or teaching engagements, income from service on advisory committees or review 
panels, and reimbursed or sponsored travel) received from any foreign entity, including foreign Institutions of 
higher education or a foreign government (which includes local, provincial, or equivalent governments of 
another country) when such income meets the threshold for disclosure (e.g., income in excess of $5,000). 

4. SFI DISCLOSURE REQUIREMENTS 
Investigators are required to disclose Significant Financial Interests (SFIs) at the following times: 
 
At the time of application��WKH�3ULQFLSDO�,QYHVWLJDWRU�DQG�DOO�RWKHU�LQGLYLGXDOV�ZKR�PHHW�WKH�GH¿QLWLRQ�RI�
µInvestigator¶ must disclose their SFIs to ReRx Therapeutics¶ designated official. Any new Investigator who, 
after applying to NIH for funding from NIH or during the course of the research project, plans to participate in 
the project must similarly disclose their SFI(s) to the designated official promptly and prior to participation in 
the project. 
 
Annual Disclosure: Each Investigator who is participating in research under an NIH award must submit an 
updated disclosure of SFI at least annually (on or before January 01), during the period of the award. Such 
disclosure must include: (1) any information that was not disclosed initially to ReRx Therapeutics pursuant to 
WKLV�3ROLF\�RU�LQ�D�VXEVHTXHQW�GLVFORVXUH�RI�6),��H�J���DQ\�¿QDQFLDO�FRQÀLFW�RI�LQWHUHVW�LGHQWL¿HG�RQ�DQ�1,+-
funded project directly as an NIH Grantee and/or indirectly through a sub-award) that was transferred from 
another Institution; and (2) must include updated information regarding any previously disclosed SFI (e.g., the 
updated value of a previously disclosed equity interest).  
 
New SFIs during the award: Each Investigator participating in PHS/NIH-funded research must submit an 
updated disclosure of SFI within thirty (30) days of discovering or acquiring a new SFI (e.g., through purchase, 
marriage, or inheritance). In addition, Investigators must submit an updated disclosure of reimbursed or 
sponsored travel within 30 days of each occurrence.  

5. REVIEW OF SFI DISCLOSURES BY RERX THERAPEUTICS DESIGNATED OFFICIAL 
The CEO of ReRx Therapeutics (Prabha Ibrahim; pibrahim@rerxtherapeutics.com) will serve as the FCOI 
designated official alongside a FCOI designated assistant from a co-founding team member (Justin Lee; 
justin@rerxtherapeutics.com), who will be responsible for conducting reviews of SFI disclosures. The 
GHVLJQDWHG�RIILFLDO�ZLOO�UHYLHZ�DQ\�6),�WKDW�KDV�EHHQ�LGHQWL¿HG�LQ�D�GLVFORVXUH��these interests will be compared 
WR�HDFK�3+6�1,+�UHVHDUFK�DSSOLFDWLRQ�DQG�RU�DZDUG�RQ�ZKLFK�WKH�,QYHVWLJDWRU�LV�LGHQWL¿HG�DV�UHVSRQVLEOH�IRU�WKH�
design, conduct, or reporting of the research to determine if the SFI is related to the PHS/NIH-funded research 
and, LI�VR��ZKHWKHU�WKH�6),�FUHDWHV�D�)LQDQFLDO�&RQÀLFW�RI�,QWHUHVW��)&2,��UHODWHG�WR�WKDW�UHVHDUFK�DZDUG� 
 
The SFI disclosures will be reviewed as described below: 

x Prior to the issuance of a new ward (e.g., during Just in Time stage): The DO will review the 
,QYHVWLJDWRU¶V�6),V�EHIRUHV�1,+�LVVXHV�D�QHZ�DZDUG��,I�DQ�)&2,�LV�LGHQWLILHG��DQ�)&2,�UHSRUW�ZLOO�EH�
submitted to NIH via the eRA Commons FCOI Module prior to any expenditures of funds. 
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x Annual SFI disclosure: As part of the annual disclosure process, Investigators must provide updated 
information on any previously disclosed SFIs (e.g., revised value of an equity interest). The DO will 
review these updates to determine whether changes to an existing management plan are needed. Any 
modifications will be reflected in the next Annual FCOI report submitted to NIH, if applicable.  

x During award period: If a new Investigator joins a project or an existing Investigator acquires or 
discovers a new SFI during the project, the DO will, within 60 days: (1) review the disclosure; (2) 
determine whether the SFI is related to the PHS/NIH-funded research; (3) determine whether an FCOI 
exists; and, if so, (4) implement, on at least an interim basis, a management plan. An FCOI report will be 
submitted to NIH within 60 days of identifying the FCOI.  

6. GUIDELINES FOR DETERMINING ͚RELATEDNESS͛ OF SFI TO PHS/NIH- FUNDED 
RESEARCH AND A FINANCIAL CONFLICT OF INTEREST 

The designated official will determine whether an Investigator's SFI is related to the research under an NIH 
award and, if so, whether the SFI is a ¿QDQFLDO�FRQÀLFW�RI�LQWHUHVW� 
 
Relatedness Test: An Investigator's SFI is related to the research when the designated official reasonably 
determines the SFI: 

x Could be affected by the PHS/NIH-funded research; or 
x ,V�LQ�DQ�HQWLW\�ZKRVH�¿QDQFLDO�LQWHUHVW�FRXOG�EH�DIIHFWHG�E\�WKH�3+6�1,+-funded research. 

The designated official(s) may involve the Investigator in determining whether a significant financial interest is 
related to the PHS-funded research. 
 
Designated Official FCOI Determination: $�¿QDQFLDO�FRQÀLFW�RI�LQWHUHVW�H[LVWV�ZKHQ�WKH�GHVLJQDWHG�RIILFLDO�
UHDVRQDEO\�GHWHUPLQHV�WKDW�WKH�6),�FRXOG�GLUHFWO\�DQG�VLJQL¿FDQWO\�DIIHFW�WKH�GHVLJQ��FRQGXFW��RU�UHSRUWLQJ�RI�WKH�
PHS/NIH-funded research. (µ6LJQL¿FDQWO\¶ PHDQV�WKDW�WKH�¿QDQFLDO�LQWHUHVW�ZRXOG�KDYH�D�PDWHULDO�HIIHFW�RQ�WKH�
research). 

7. MANAGEMENT OF SIGNIFICANT FINANCIAL INTERESTS THAT POSE FINANCIAL 
CONFLICT OF INTEREST 

If a financial FRQÀLFW�RI�LQWHUHVW�H[LVWV��WKH�GHVLJQDWHG�RIILFLDO�ZLOO�GHWHUPLQH�ZKDW�PDQDJHPHQW conditions 
and/or strategies will be put in place to manage the FCOI. Examples of conditions that might be imposed to 
PDQDJH�D�¿QDQFLDO�FRQÀLFW�RI�LQWHUHVW�LQFOXGH��EXW�DUH�QRW�OLPLWHG�WR� 

1. 3XEOLF�GLVFORVXUH�RI�¿QDQFLDO�FRQÀLFWV�RI�LQWHUHVW��H�J���ZKHQ�SUHVHQWLQJ�RU�SXEOLVKLQJ�WKH�UHVHDUFK��WR�
research personnel working on the study, to the Institution's Institutional Review Board, Institutional 
Animal Care and Use Committee, Data Safety and Monitoring Board, etc.); 

2. )RU�UHVHDUFK�SURMHFWV�LQYROYLQJ�KXPDQ�VXEMHFWV�UHVHDUFK��GLVFORVXUH�RI�¿QDQFLDO�FRQÀLFWV�RI�LQWHUHVW�
directly to human participants in the informed consent document; 

3. Appointment of an independent monitor capable of taking measures to protect the design, conduct, and 
UHSRUWLQJ�RI�WKH�UHVHDUFK�DJDLQVW�ELDV�UHVXOWLQJ�IURP�WKH�¿QDQFLDO�FRQÀLFW�RI�LQWHUHVW� 

4. 0RGL¿FDWLRQ�RI�WKH�UHVHDUFK�SODQ� 
5. &KDQJH�RI�SHUVRQQHO�RU�SHUVRQQHO�UHVSRQVLELOLWLHV��RU�GLVTXDOL¿FDWLRQ�RI�SHUVRQQHO�IURP�SDUWLFLSDWLRQ�LQ�

all or a portion of the research; 
6. 5HGXFWLRQ�RU�HOLPLQDWLRQ�RI�WKH�¿QDQFLDO�LQWHUHVW��H�J���VDOH�RI�DQ�HTXLW\�LQWHUHVW�� 
7. 6HYHUDQFH�RI�UHODWLRQVKLSV�WKDW�FUHDWH�¿QDQFLDO�FRQÀLFWV� 

,I�WKH�GHVLJQDWHG�RIILFLDO�GHWHUPLQHV�WKDW�D�FRQÀLFW�H[LVWV��LW�ZLOO�FRPPXQLFDWH�LWV�GHWHUPLQDWLRQ�DQG�WKH�PHDQV�LW�
has developed for managing the FCOI in writing to the individual, to the relevant Principal Investigator/Project 
Director, and to the appropriate direct supervisor. 
No expenditures on an NIH award will be permitted until the Investigator has complied with the Disclosure 
requirements of this Policy and has agreed, in writing, to comply with any plans determined by the designated 
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RIILFLDO�QHFHVVDU\�WR�PDQDJH�WKH�)LQDQFLDO�&RQÀLFW�RI�,QWHUHVW��7KH�GHVLJQDWHG�)&2,�62�RI�ReRx Therapeutics 
will submit the FCOI report to NIH via the eRA Commons FCOI Module. 

8. MONITORING INVESTIGATOR COMPLIANCE 
ReRx Therapeutics will monitor investigator compliance with the management plan for the duration of the NIH 
award or until the FCOI no longer exists during the period of an NIH-funded award. Monitoring of public 
disclosure requirements will include reviewing publications and presentations to FRQ¿UP the investigator 
disclosed the FCOI in such communications. To facilitate additional monitoring, investigators will be required 
to disclose the FCOI in writing to research personnel in the study and send a copy of the communication to the 
designated official. 

9. PUBLIC ACCESSIBILITY TO INFORMATION RELATED TO FINANCIAL CONFLICTS OF 
INTEREST 

Prior to the expenditure of any funds under an NIH award, ReRx Therapeutics will ensure public 
DFFHVVLELOLW\�E\�ZULWWHQ�UHVSRQVH�WR�DQ\�UHTXHVWRU�ZLWKLQ�¿YH�EXVLQHVV�GD\V�RI�D�UHTXHVW�RI�LQIRUPDWLRQ�
concerning any SFI disclosed that meets the following three criteria:  

1. The SFI was disclosed and is still held by the senior/key personnel. Senior/key personnel are the 
3'�3,�DQG�DQ\�RWKHU�SHUVRQ�LGHQWL¿HG�DV�VHQLRU�NH\�SHUVRQQHO�E\�ReRx Therapeutics in the award 
application, progress report, or any other report submitted to the NIH;  

2. ReRx Therapeutics has determined that the SFI is related to the research funded through an award; 
and 

3. ReRx Therapeutics KDV�GHWHUPLQHG�WKDW�WKH�6),�LV�D�¿QDQFLDO�FRQÀLFW�RI�LQWHUHVW�  
The information that ReRx Therapeutics will make available via a publicly accessible Web site or in a 
ZULWWHQ�UHVSRQVH�WR�DQ\�UHTXHVWRU�ZLWKLQ�¿YH�(5) business days of request will include, at a minimum, the 
following: 

1. The Investigator's name; 
2. The Investigator's title and role with respect to the research project;  
3. 7KH�QDPH�RI�WKH�HQWLW\�LQ�ZKLFK�WKH�6LJQL¿FDQW�)LQDQFLDO�,QWHUHVW�LV�KHOG�  
4. 7KH�QDWXUH�RI�WKH�6LJQL¿FDQW�)LQDQFLDO�,QWHUHVW��DQG  
5. 7KH�DSSUR[LPDWH�GROODU�YDOXH�RI�WKH�6LJQL¿FDQW�)LQDQFLDO�,QWHUHVW�LQ�WKH�IROORZLQJ�UDQJHV���� - 

$4,999; $5,000-9,999; $10,000-$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 one 
whose value cannot be readily determined through reference to public prices or other reasonable 
measures of fair market value. 

The written response will note that the information provided is current as of the date of the correspondence 
DQG�LV�VXEMHFW�WR�XSGDWHV�RQ�DW�OHDVW�DQ�DQQXDO�EDVLV�DQG�ZLWKLQ����GD\V�RI�WKH�LQVWLWXWLRQ¶V�LGHQWLILFDWLRQ�RI�
a new FCOI, which should be requested subsequently by the requestor.  
 
If ReRx Therapeutics uses a publicly accessible Website to comply with the public disclosure requirements 
of the NIH regulations, the information posted will be updated at least annually and within sixty days of 
UHFHLSW�RU�LGHQWL¿FDWLRQ�RI�LQIRUPDWLRQ�FRQFHUQLQJ�DQ\�DGGLWLRQDO  6LJQL¿FDQW�)LQDQFLDO�,QWHUHVW�RI�WKH�
senior/key personnel for the NIH-funded research project that had not been previously disclosed, or upon 
WKH�GLVFORVXUH�RI�D�6LJQL¿FDQW�)LQDQFLDO�,QWHUHVW�RI�VHQLRU�NH\�SHUVRQQHO�QHZ�WR�WKH�1,+ -funded research 
SURMHFW��LI�LW�LV�GHWHUPLQHG�E\�WKH�GHVLJQDWHG�RIILFLDO�WKDW�WKH�6LJQL¿FDQW�)LQDQFLDO�,QWHUHVW�LV�UHODWHG�WR�WKH�
UHVHDUFK�DQG�LV�D�¿QDQFLDO�FRQÀLFW�RI�LQWHUHVW� 
 
Information concerning an individual's SFI, as limited by this Policy, will remain available for responses 
to written requests or for posting via ReRx Therapeutics¶�publicly accessible Web site for at least three 
years from the date that the information was most recently updated.  
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10. REPORTING OF FINANCIAL CONFLICTS OF INTEREST 
Prior to the expenditure of any funds under an award funded by NIH, ReRx Therapeutics will provide to 
1,+�D�)&2,�UHSRUW�FRPSOLDQW�ZLWK�1,+�UHJXODWLRQV�UHJDUGLQJ�DQ\�,QYHVWLJDWRU
V�6LJQL¿FDQW�)LQDQFLDO�
,QWHUHVW�IRXQG�WR�EH�FRQÀLFWLQJ�DQG�ZLOO�HQVXUH�WKDW�WKH�,QYHVWLJDWRU�KDV�DJUHHG�WR�DQG�LPSOHPHQWHG�WKH�
corresponding management plan. 
ReRx Therapeutics will assign an institutional official to serve as the FCOI SO within the eRA Commons 
FCOI Module. The FCOI SO has the authority to submit FCOI reports to the NIH. The FCOI Module User 
Guide is available at https://www.era.nih.gov/files/fcoi_user_guide.pdf. 
While the award is ongoing (including any extensions with or without funds), ReRx Therapeutics will 
provide NIH with an annual FCOI report that addresses the status of the FCOI (i.e., an indication whether 
the FCOI is still being managed or if it no longer exists) and any changes in the management plan, if 
applicable. 
)RU�DQ\�6LJQL¿FDQW�)LQDQFLDO�,QWHUHVW�WKDW�LV�LGHQWL¿HG�DV�FRQÀLFWLQJ�VXEVHTXHQW�WR�DQ�LQLWLDO�)&2,�UHSRUW�
during an ongoing NIH-IXQGHG�UHVHDUFK�SURMHFW���H�J���D�QHZ�6),�LV�LGHQWL¿HG�IRU�DQ�,QYHVWLJDWRU�ZKR�LV�
participating in the NIH-funded research, upon the participation of an Investigator who is new to the 
research project, etc.), ReRx Therapeutics will provide to NIH within 60 days of identifying an FCOI, an 
)&2,�UHSRUW�UHJDUGLQJ�WKH�¿QDQFLDO�FRQÀLFW�RI�LQWHUHVW�DQG�HQVXUH�WKDW�ReRx Therapeutics has implemented 
a management plan and the Investigator has agreed to the relevant management plan.  
The Original (initial) FCOI report will include the information required in the regulation at 42 CFR Part 
50.605(b)(3) or as outlined in NIH's FAQ H.5. at https://grants.nih.gov/faqs#/financial-conflict-of-
interest.htm?anchor=52888. 
Types of FCOI Reports Summary Chart for NIH: 

REQUIRED FCOI REPORTS TO BE PROVIDED TO NIH THROUGH eRA COMMONS FCOI MODULE 
REPORT CONTENT REQUIRED WHEN? 

New FCOI 
Report 
(Initial 
submission 

Grant Number, PI, Name of Entity with FCOI, Nature of FCOI, 
Value of financial interest (in increments), Description of how 
FI relates to research, Key Elements of Management Plan. 

Prior to expenditure of funds 
Within 60 days of any subsequently identified 
FCOI 
 

Annual 
FCOI Report 
 

Status of FCOI (i.e., whether FCOI is still being managed or no 
longer exists) and Changes to Management Plan, if applicable. 

Annual report due at the same time as when 
the Institution is required to submit annual 
progress report, multi-year progress report, or 
at time of extension. 

Revised 
FCOI Report 
 

If applicable, update a previously submitted FCOI report to 
describe actions that will be taken to manage FCOI going 
forward or make changes to originally submitted FCOI report. 

Following the completion of a retrospective 
review when there is noncompliance with the 
regulation, if needed. 
 

Mitigation 
Report  
 

Project Number, Project Title, Contact PI/PD, Name of 
Investigator with FCOI, Name of Entity with FCOI, Reason for 
review, Detail Methodology, Findings and Conclusion. 

When bias is found as a result of a 
retrospective review. 
 

 

11. TRAINING REQUIREMENTS 
Each Investigator will be informed about ReRx Therapeutics )LQDQFLDO�&RQÀLFW�RI�,QWHUHVW�3ROLF\�DQG�EH�
trained on the Investigator's responsibility to disclose foreign and domestic SFIs per this policy and of the 
FCOI regulation at 42 CFR Part 50 Subpart F. FCOI training will occur prior to an Investigator engaging 
in PHS/NIH-IXQGHG�UHVHDUFK��DW�OHDVW�HYHU\�IRXU�\HDUV�DQG�LPPHGLDWHO\��DV�GH¿QHG�EHORZ��ZKHQ�DQ\�RI�
the following circumstances apply: 

1. ReRx Therapeutics revises this Policy, or procedures related to this Policy, in any manner that  
affects the requirements of Investigators; 

2. An Investigator is new to ReRx Therapeutics research under an NIH award (training is to be 
completed prior to his/her participation in the research); or 

3. ReRx Therapeutics ¿QGV�WKDW�DQ�,QYHVWLJDWRU�LV�QRW�LQ�FRPSOLDQFH�ZLWK�WKLV�3ROLF\�RU�D�PDQDJHPHQW�
SODQ�LVVXHG�XQGHU�WKLV�3ROLF\��WUDLQLQJ�LV�WR�EH�FRPSOHWHG�ZLWKLQ����GD\V�LQ�WKH�PDQQHU�VSHFL¿HG�E\�
the designated official). 
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In fulfillment of the FCOI training requirement of the FCOI regulation, ReRx Therapeutics requires its 
investigators to complete the National Institutes of Health's Financial Conflict of Interest tutorial located at 
https://grants.nih.gov/grants/policy/coi/tutorial2018/story_html5.html in accordance with the requirements 
and expectations of this Policy. All investigators must print a certification of completion at the end of 
training and retain it for audit purposes. Additionally, ReRx Therapeutics also requires its investigators to 
acquaint themselves with NIH Virtual Seminar presentation containing helpful information on developing 
or refining institutional FCOI policies to ensure compliance with the FCOI regulation  - 
https://www.youtube.com/watch?v=D292YZ6BX24). 

12. FAILURE TO COMPLY OR NONCOMPLIANCE WITH RERX THERAPEUTICS FCOI 
POLICY AND CORRECTIVE ACTIONS 

If ReRx Therapeutics identifies an SFI that was not disclosed, reviewed, or managed in a timely manner, the 
DO will, within 60 days: review the SFI; determine whether it is related to NIH-funded research; determine 
whether it constitutes an FCOI; and, if so, implement an interim management plan describing actions that have 
been and will be taken to manage the FCOI going forward. ReRx Therapeutics will also submit an FCOI report 
to NIH via the eRA Commons FCOI Module.  
 
In cases of noncompliance, including: (1) IDLOXUH�E\�WKH�,QYHVWLJDWRU�WR�GLVFORVH�D�VLJQL¿FDQW�¿QDQFLDO�
interest that is determined by the Institution to constitute a FCOI; (2) failure by the Institution to review or 
manage such an FCOI; and (3) failure by the Investigator to comply with a management plan; ReRx 
Therapeutics will within 120 days of determining non-compliance: 

1. Complete a retrospective review of the Investigator's activities and the PHS/NIH-funded research 
project to determine whether any NIH-funded research, or portion thereof, conducted during the 
period of the noncompliance was biased in the design, conduct, or reporting of research; 

2. Document the retrospective review consistent with the regulation at 42 CFR 50.605(a)(3)(ii)(B) or 
as described in NIH's FAQ I.3. at https://grants.nih.gov/faqs#/financial-conflict-of-
interest.htm?anchor=52895. 

If bias is found, ReRx Therapeutics shall notify NIH promptly and submit a mitigation report as required by 
42 CFR 50.605(a)(3)(iii) or NIH FAQ I.3 (https://grants.nih.gov/faqs#/financial-conflict-of-
interest.htm?anchor=52896) to NIH via the eRA Commons FCOI Module that shall address the following: 

1. Impact of the bias on the research project, and 
2. ReRx Therapeutics¶ plan of action or actions taken to eliminate or mitigate the effect of the bias.  

Thereafter, ReRx Therapeutics shall submit FCOI reports annually to NIH in accordance with the 
regulations and terms and conditions of the award agreement. Depending on the nature of the Financial 
&RQÀLFW�RI�,QWHUHVW��ReRx Therapeutics may determine that additional interim measures are necessary with 
UHJDUG�WR�WKH�,QYHVWLJDWRU
V�SDUWLFLSDWLRQ�LQ�WKH�UHVHDUFK�SURMHFW�EHWZHHQ�WKH�GDWH�WKDW�WKH�)LQDQFLDO�&RQÀLFW�
RI�LQWHUHVW�LV�LGHQWL¿HG�DQG�WKH�FRPSOHWLRQ�RI�ReRx Therapeutics¶ independent retrospective review. If bias 
is not found, no further action is required. 

13. CLINICAL RESEARCH REQUIREMENTS 
If HHS determines that one of its funded clinical research projects whose purpose is to evaluate the  safety 
or effectiveness of a drug, medical device, or treatment, has been designed, conducted or  reported by an 
Investigator with a Financial &RQÀLFW of interest that was not managed or reported by ReRx Therapeutics 
shall require the Investigator involved to disclose the Financial &RQÀLFW of Interest in each public 
presentation of the results of the research and to request an addendum to previously published 
presentations. 

14. SUBRECIPIENT REQUIREMENTS 
$�VXEUHFLSLHQW�UHODWLRQVKLS�LV�HVWDEOLVKHG�ZKHQ�IHGHUDO�IXQGV�ÀRZ�GRZQ�IURP�RU�WKURXJK�ReRx 
Therapeutics to another individual or entity, and the subrecipient will be conducting a substantive portion 
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of a PHS-funded research project and is accountable to ReRx Therapeutics for programmatic outcomes and 
compliance matters. Subrecipients, who include but are not limited to collaborators, consortium members, 
consultants, contractors, subcontractors, and sub- awardees, are subject to ReRx Therapeutics terms and 
conditions, and as such, ReRx Therapeutics will take reasonable steps to ensure that any subrecipient 
Investigator is in compliance with the federal FCOI regulation at 42 CFR Part 50 Subpart F.  
ReRx Therapeutics will incorporate, as part of a written agreement with the subrecipient, terms that 
establish whether ReRx Therapeutics¶ FCOI Policy or that of the subrecipient's institution will apply to the 
subrecipient Investigator(s). See the NIH Grants Policy Statement Section 15.2.1 Written Agreement at 
https://grants.nih.gov/grants/policy/nihgps/html5/section_15/15.2_administrative_and_other_requirements
.htm. 

x If the subrecipient's FCOI policy applies to the subrecipient Investigator, the subrecipient 
institution will certify as part of the agreement with ReRx Therapeutics that its policy is in 
compliance with the federal FCOI regulation. In this situation, the agreement shall specify the time 
SHULRG�IRU�WKH�VXEUHFLSLHQW�WR�UHSRUW�DOO�LGHQWL¿HG�)&2,V�WR�ReRx Therapeutics in sufficient time to 
enable ReRx Therapeutics to provide timely FCOI reports, as necessary, to the PHS/NIH as required 
by the regulation (i.e., prior to the subrecipient's expenditure of funds and within 60 days of the 
VXEUHFLSLHQW
V�LGHQWL¿FDWLRQ�RI�DQ�)&2,�GXULQJ�WKH�SHULRG�RI�DQ�DZDUG���7KHUHIRUH�  the written 
DJUHHPHQW�PD\�HVWDEOLVK�D�UHSRUWLQJ�UHTXLUHPHQW�RI�)&2,V�LGHQWL¿HG�GXULQJ�WKH�SHULRG�RI�DQ�DZDUG�
to be submitted to ReRx Therapeutics ZLWKLQ����RU����GD\V�RI�WKH�VXEUHFLSLHQW
V�LGHQWL¿FDWLRQ�RI�DQ�
FCOI to allow ReRx Therapeutics to report the FCOI within the 60- day period. The ReRx 
Therapeutics assigned FCOI SO will submit the FCOI report (subrecipient report) to the NIH via the 
eRA Commons FCOI Module. 

x ,I�WKH�VXEUHFLSLHQW�FDQQRW�SURYLGH�WKH�FHUWL¿FDWLRQ�RI�FRPSOLDQFH�ZLWK�WKH�)&2,�UHJXODWLRQ��WKH�
agreement shall state that the subrecipient Investigator is subject to ReRx Therapeutics¶ FCOI 
Policy for disclosing SFI(s) that are directly related to the subrecipient's work for ReRx 
Therapeutics. Therefore, ReRx Therapeutics will require the submission of all Investigator 
disclosures of SFIs to ReRx Therapeutics. The agreement will include sufficient time period(s) to 
enable ReRx Therapeutics to comply timely with its review, management, and reporting obligations 
XQGHU�WKH�UHJXODWLRQ��:KHQ�DQ�)&2,�LV�LGHQWL¿HG��ReRx Therapeutics will develop a management 
plan, monitor subrecipient Investigator compliance with the plan, and submit an FCOI report 
�VXEUHFLSLHQW�UHSRUW��WR�WKH�1,+�WKURXJK�WKH�H5$�&RPPRQV�)&2,�0RGXOH�IRU�DQ\�)&2,V�LGHQWL¿HG�
for a subrecipient Investigator. 

15. MAINTENANCE OF RECORDS 
7KH�,QVWLWXWLRQ�ZLOO�NHHS�DOO�UHFRUGV�RI�DOO�,QYHVWLJDWRU�GLVFORVXUHV�RI�¿QDQFLDO�LQWHUHVWV�DQG�WKH�,QVWLWXWLRQ
V�
review of, or response to, such disclosure (whether or not a disclosure resulted in the Institution's 
GHWHUPLQDWLRQ�RI�D�)LQDQFLDO�&RQÀLFW�RI�interest), and all actions under the Institution's policy or 
UHWURVSHFWLYH�UHYLHZ��LI�DSSOLFDEOH��5HFRUGV�RI�¿QDQFLDO�GLVFORVXUHV�DQG�DQ\�UHVXOWLQJ�DFWLRQ�ZLOO�EH�
PDLQWDLQHG�E\�WKH�,QVWLWXWLRQ�IRU�DW�OHDVW�WKUHH�\HDUV�IURP�WKH�GDWH�RI�VXEPLVVLRQ�RI�WKH�¿QD l expenditures 
UHSRUW�RU��ZKHUH�DSSOLFDEOH��IURP�RWKHU�GDWHV�VSHFL¿HG�LQ����&�)�5���������IRU�GLIIHUHQW�VLWXDWLRQV��ReRx 
Therapeutics will retain records for each competitive segment as provided in the regulation.  

16. ENFORCEMENT ACTIONS FOR INVESTIGATOR NONCOMPLIANCE 
Compliance with this policy is a condition of employment and/or participation for all applicable Investigators. 
Therefore, such Investigators who fail to comply with this policy are subject to discipline, including letters of 
reprimand, restriction on the XVH�RI�IXQGV��WHUPLQDWLRQ�RI�HPSOR\PHQW��RU�GLVTXDOL¿FDWLRQ�IURP�IXUWKHU�
participation in any PHS/NIH-funded research, etc., as may be deemed appropriate. 
 



10 of 10 | ReRx Therapeutics¶ FCOI Policy (Sept 2025) 

17. USEFUL FCOI AND NIH RECORDS 
x FCOI Regulation 42 CFR Part 50 Subpart F²Promoting Objectivity in Research: 

https://www.ecfr.gov/current/title-42/chapter-I/subchapter-D/part-50/subpart-F 
x )LQDQFLDO�&RQÀLFW�RI�interest: https://grants.nih.gov/policy-and-compliance/policy-topics/fcoi 
x FCOI Training: https://grants.nih.gov/policy-and-compliance/policy-topics/fcoi/fcoi-training 
x FCOI Frequently Asked Questions (FAQs): https://grants.nih.gov/faqs#/financial-conflict-of-

interest.htm?anchor=3875 
x Information for Foreign Grants: https://grants.nih.gov/new-to-nih/information-for/foreign-grants 
x 1,+¶V�:HOFRPH�:DJRQ�OHWWHU�DW�1,+�µWELCOME WAGON¶ LETTER Information for New Recipient 

Organizations: https://grants.nih.gov/policy-and-compliance/welcome-wagon 
x For questions regarding FCOI policy requirements and compliance, contact 

FCOIcompliance@mail.nih.gov  

18. POINT OF CONTACT 
If you have a question related Financial Conflict of Interest Policy of ReRx Therapeutics or would like to 
disclose financial interest, please contact the designated official: Prabha Ibrahim, Ph.D., 
(pibrahim@rerxtherapeutics.com) or FCOI designated assistant: Justin Lee (justin@rerxtherapeutics.com). 
  


