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VIA THERAPEUTICS FINANCIAL CONFLICT OF INTEREST (FCOI) POLICY 
Updated: August 6, 2025 

Version 1.0 
 
Purpose: 

ese 
e s es e e s      s  e  e 

e   - e  ese  e e s     e  e e  e  
 s es  e  - e  s  e e ee e s   ese  
s  e e s e  e  se   s ess  ese   

 s ess e  s e  s  s  s  e e s e 
e  e e e s  VIA THERAPEUTICS   

 
Scope: T s po c  pp es o  pe so e  c   e e s  - e  p - e  
e po   co c  e p o ees o  VIA THERAPEUTICS  o e p c p   o  p  
o p c p e  e es  co c  o  epo  o  P c He  Se ce PHS  e  
ese c   ese c  p opos s  T s po c  oes o  pp  o ese c   e e op e  

co c e  e  P se I S  s ess I o o  Rese c  S IR  o  S  s ess 
Tec o o  T s e  STTR  s   
 

o  e e -s ppo e  ese c  p o ec s o  s ees o  co c o s co ec e  
s ec p e s  e s ec p e  s o s e e e  o p o e e  ss ce   
C I po c  s  e ec   s co p    pp c e e e  e o s  o   e 

s ec p e   co o  o  e  VIA THERAPEUTICS C I po c   p oce es  
Co s s e   PHS e o s  s po c   e e e   p c  ccess e 

e s e  A  VIA THERAPEUTICS I es o s  s  s o  e ess o  pos o  o  
e  e espo s e o  e es  co c  o  epo  o  PHS s ppo e  ese c   

I es o s see  PHS ese c  s ppo  s  e o e  e e s po c   e e  
epo  e e e s  e ccesse   e e  The purpose of h s po c  is to prevent 

poten  i s resu n  from n  in nci  Con ict of Interest C I   in ivi u s ho have 
in uence in the a oca ons an  use of pu ic fun in  in the con uct of research  This po ic  
applies to research and ini a ves funded  US Public Health Service PHS  rants herein VIA 
THERAPEUTICS is the recipient of such funds  This polic  ali ns to the re uirements ithin 
re ula on 42 CFR Part 50-Subpart F FC I re ula on  ith the oal of promo n  ob ec vit  
and transparenc  in research  
 
Respo s e P r es: 
The FC I ana er ill solicit and revie  Inves ator disclosures to determine hether an 
Inves ator s si ni cant nancial interest SFI) related to an Inves ator s ins tu onal 
responsibili es is an FC I  
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The Authori ed r ani a on Representa ve A R)  hen submi n  a rant applica on  ill 
cer f  the applicant Ins tu on s compliance ith the re uirements of the FC I Re ula ons  
 
This polic  ill be revie ed ever  2 ears  
 
 
Policy Statement: 

IH re uires applicant and recipient ins tu ons e cept Phase I S IR STTR applicants and 
recipients) to compl  ith the re uirements of 42 CFR Part 50  Subpart F  Promo n  b ec vit  
in Research  for hich PHS fundin  is sou ht  as implemented in the 20  Final Rule for rants 
and coopera ve a reements  

This Financial Con ict of Interest polic  FC I Polic ) has been established to ali n ith standards 
that provide a reasonable e pecta on that the desi n  conduct  and repor n  of research funded 
under the Public Health Service PHS) rants or coopera ve a reements ill be free from bias 
resul n  from Inves ator nancial con icts of interest FC I)  

 
This FC I polic  de nes the re uirements and processes for VIA THERAPEUTICS to iden f  and 
properl  manage an  FC Is  In addi on  it outlines ac vi es related to management  
enforcement  and remedies for noncompliance  
 
DEFINITIONS 
 

Inves gator s) includes the Principal Inves gator PI) Pro ect irector (PD) and an  other 
individuals  regardless of tle or posi on  ho is responsible for the design  conduct  or 
repor ng of PHS IH-funded research  or proposed for such funding  and hich ma  include 
for e ample  collaborators or consultants   This de ni on is not limited to tles such as 
senior e  personnel  PHDs  Ds  etc  
 
Senior e  personnel means the PD PI and an  other person iden ed as senior e  personnel 
b  the Ins tu on in the grant applica on  progress report  or an  other report submi ed to the 
PHS IH b  the Ins tu on  This term is de ned onl  as it relates to the public accessibilit  
re uirements described under the sec on labeled PU IC ACCESSI I IT  RE UIRE E TS  
e plained belo  
 
Research means a s stema c inves ga on  stud  or e periment designed to develop or 
contribute to general no ledge rela ng broadl  to public health  including behavioral and 
social sciences research  The term encompasses basic and applied research (e g  a published 
ar cle  boo  or boo  chapter) and product development (e g  a diagnos c test or drug)  For 
PHS-Funded Research  the term includes an  such ac vit  for hich research funding is 
available from a PHS A arding Component through a grant  coopera ve agreement  or 
contract  hether authori ed under the PHS Act or other statutor  authorit   
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PHS means the Public Health Service of the U S  Department of Health and Human Services  
and an  components of the PHS to hich the authorit  involved ma  be delegated  including 
the a onal Ins tutes of Health ( IH)  
 
NIH means the biomedical research agenc  of the PHS  
 
Ins tu onal responsibili es mean an Inves gator s professional responsibili es on behalf of the 
VIA THERAPEUTICS  and as de ned b  the VIA THERAPEUTICS  including but not limited to  
ac vi es such as research  research consulta on  teaching  professional prac ce  ins tu onal 
commi ee memberships  and service on panels such as Ins tu onal Revie  oards or Data and 
Safet  onitoring oards for PHS funded research  

Financial interest means an thing hich has monetar  value  hether or not the value is readil  
ascertainable  

A Financial Con ict of Interest (FC I) e ists hen the Ins tu on  through its designated 
o cial(s)  reasonabl  determines that an Inves gator s Signi cant Financial Interest is related 
to a NIH-funded research pro ect (i e  the Signi cant Financial Interest could be a ected b  the 
research or the Signi cant Financial Interest is in an en t  hose nancial interest could be 
a ected b  the research) and could directl  and signi cantl  a ect the design  conduct or 
repor ng of the NIH-funded research  
 
FC I anager is the grant recipient s designated o cial for managing the FC I process related 
to a speci c PHS grant  revie ing SFI disclosures  ma ing determina ons of FC I  and 
developing management plans   The FC I anager  or designee  ma  be assigned to submit 
FC I reports to the NIH  The current FCOI Manager for VIA THERAPEUTICS is John Koleng, 
President/CSO. 

Signi cant Financial Interest (SFI) is a nancial interest consis ng of one or more of the following 
interests of the Inves gator (and those of the Inves gator s spouse and dependent children) 
that reasonabl  appears to be related to the Inves gator s ins tu onal responsibili es (e g  
research  research consulta on  administra ve  etc ): 

) Regarding an  publicl  traded en t  a signi ant nan ial interest e ists if the value of 
an  remunera on received from the en t  in the t elve months preceding the 
disclosure and the value of an  e uit  interest in the en t  as of the date of disclosure  

hen aggregated  e ceeds 5 000  For purposes of this de ni on  remunera on includes 
salar  and an  pa ment for services not other ise iden ed as salar  (e g  consul ng 
fees  honoraria  paid authorship); e uit  interest includes an  stoc  stoc  op on  or 
other o nership interest  as determined through reference to public prices or other 
reasonable measures of fair mar et value  
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2) Regarding an  non-publicl  traded en t  a signi ant nan ial interest e ists if the 
value of an  remunera on received from the en t  in the t elve months preceding the 
disclosure  hen aggregated  e ceeds 5 000  or hen the Inves gator (or the 
Inves gator s spouse or dependent children) holds an  e uit  interest (e g  stoc  stoc  
op on  or other o nership interest); or 

3) With regard to Intellectual propert  rights and interests (e g  patents  cop rights)  
a signi cant nancial interest e ists upon receipt of income greater than 5 000 
related to such rights and interest; 

In addi on  Inves gators must disclose the occurrence of an  reimbursed or sponsored travel  
that e ceeds 5 000 (i.e., that hich is paid on behalf of the Inves gator and not reimbursed 
to the Inves gator so that the e act monetar  value ma  not be readil  available)  related to 
their ins tu onal responsibili es  The ini al disclosure of reimbursed or sponsored travel 
must include income received over the previous t elve ( 2) months  The  disclosure 
re uirement does not appl  to travel that is reimbursed or sponsored b  

 a Federal  state  or local government agenc  located in the United States 
 an United States Ins tu on of higher educa on as de ned at 20 U S C  00 (a)  
 an academic teaching hospital  a medical center  or a research ins tute that is a liated 

ith a United States Ins tu on of higher educa on  
 
The disclosure ill include  at a minimum: 

 the purpose of the trip  
 the iden t  of the sponsor organi er  
 the des na on  and 
 the dura on  

 
In accordance ith this FC I polic  the ins tu onal o cial(s) ill determine if further 
informa on is needed  including a determina on or disclosure of monetar  value  to determine 

hether the travel cons tutes an FC I ith the PHS-funded research  

The term signi ant nan ial interest does not include  and therefore Inves gators are not 
re uired to disclose  the follo ing t pes of nancial interests: 

 salar  ro al es  or other remunera on paid b  the Ins tu on to the Inves gator if the 
Inves gator is currentl  emplo ed or other ise appointed b  the Ins tu on  including 
intellectual propert  rights assigned to the Ins tu on and agreements to share in 
ro al es related to such rights; an  o nership interest in the Ins tu on held b  the 
Inves gator  if the Ins tu on is a commercial or for-pro t organi a on  

 income from investment vehicles  such as mutual funds and re rement accounts  if the 
Inves gator does not directl  control the investment decisions made in these vehicles  

 income from seminars  lectures  or teaching engagements sponsored b  a Federal  state  
or local government agenc  located in the United States  a United States Ins tu on of 
higher educa on as de ned at 20 U S C  00 (a)  an academic teaching hospital  a 



5 
 

medical center  or a research ins tute that is a liated ith a United States Ins tu on of 
higher educa on; or 

 income from service on advisor  commi ees or revie  panels for a Federal  state  or 
local government agenc  located in the United States  an United States Ins tu on of 
higher educa on as de ned at 20 U S C  00 (a)  an academic teaching hospital  a 
medical center  or a research ins tute that is a liated ith a United States Ins tu on 
of higher educa on  

 
Foreign Financial Interests and Foreign SFIs Related to the Exclusions above: 

 Inves gators must disclose all foreign nancial interests ( hich includes income from 
seminars  lectures  or teaching engagements  income from service on  advisor  
commi ees or revie  panels  and reimbursed or sponsored travel) received from an  
foreign en t  including foreign Ins tu ons of higher educa on or a foreign government 
( hich includes local  provincial  or e uivalent governments of another countr ) hen 
such income meets the threshold for disclosure (e g  income in e cess of 5 000)  

Subrecipient is a subcontractor or consor um par cipant ho ma  indirectl  receive grant 
funding via the VIA THERAPEUTICS that holds the prime contract ith the US overnment  

 
FC I TRAININ  
In compliance ith federal regula ons  all VIA THERAPEUTICS Inves gators ho are planning to 
par cipate in or are par cipa ng in Public Health Service (PHS) funded research are re uired to: 

 Revie  this FC I polic  hich is compliant ith federal regula on  
 Complete the NIH s online FC I Training module: 

h ps: grants nih gov grants polic coi tutorial20 stor html5 html 
o Prior to engaging in research related to an  PHS NIH-funded grant 
o At least ever  four (4) ears 
o Immediatel  if: 

 VIA THERAPEUTICS revises its FC I polic  that a ects re uirements 
of inves gators  

 An Inves gator is ne  to the VIA THERAPEUTICS  
 An Inves gator is not in compliance ith the polic  or management plan  

 Understand the disclosure responsibili es of all foreign and domes c signi cant nancial 
interests (SFI) per this polic  

Upon comple on of the training  a cer cate of comple on must be sent to the FC I anager  
Inves gators should also retain a cop  for their records  
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DISC SURE  REVIEW AND NIT RIN  RE UIRE ENTS 
 

Disclosure 
The Principal Inves gator of a research pro ect and all other individuals ho meet the 
de ni on of n es gator must disclose their SFIs that are related to the responsibili es 
performed on behalf of INSTITUTI N to the FC I anager  The FC I anager is responsible 
for collec ng these disclosures for all Inves gators: 

 Not later than at the me of applica on for PHS-funded research 
 At least annuall  ( une st) during the period of a ard  and 
 Within 0 da s of discovering or ac uiring a ne  SFI 
 Within 0 da s of each occurrence for reimbursed or sponsored travel 

 
Review 
VIA THERAPEUTICS ill designate an FC I manager  Prior to e penditure of funds  the FC I 

anager ill solicit and revie  Inves gator disclosures to determine hether an SFI is related 
to the research and is a FC I per the regulator  criteria e plained belo  

An Inves gator s signi cant nancial interest is related to PHS-funded research hen the FC I 
anager reasonabl  determines that the signi cant nancial interest: 

 could be a ected b  the PHS-funded research; or 
 is in an en t  hose nancial interest could be a ected b  the research  

The FC I anager ma  involve the Inves gator in ma ing the determina on of hether the SFI 
is related to the NIH-funded research  

An Inves gator s SFI is an FC I if the SFI is related to the research and the FC I anager 
determines the SFI could directl  and signi cantl  a ect the design  conduct or repor ng of the 
PHS NIH-funded research ( signi cantl  means that the nancial interest could have a material 
e ect on the research)  

If it is determined that there is a nancial con ict of interest  steps ill be ta en to manage the 
FC I to promote ob ec vit  regarding the design  conduct or repor ng of research  The FC I 
manager ill develop an FC I management plan to manage the FC I  The plan ma  outline 
terms  condi ons  and restric ons  if an  to manage the con ict  

Inves gators must formall  agree to the proposed management strategies  All management 
plans are re uired to be signed b  the Inves gator  Compliance of the management plan ill be 
monitored b  the FC I anager  

If the FC I anager determines that a con ict e ists  it ill communicate its determina on and 
the means it has developed for managing the FC I in ri ng to the individual  to the relevant 
Principal Inves gator Pro ect Director  and to the appropriate direct supervisor  E amples of 
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condi ons or management strategies that might be imposed to manage a nancial con ict of 
interest include  but are not limited to: 

 Public disclosure of nancial con icts of interest (e g  hen presen ng or publishing the  
research  to research personnel or ing on the stud  to the Ins tu on s Ins tu onal 
Revie  oard  Ins tu onal Animal Care and Use Commi ee  Data Safet  and 

onitoring oard  etc ) 
 For research pro ects involving human sub ects research  disclosure of nancial con icts 

of interest directl  to human par cipants in the informed consent document  
 Appointment of an independent monitor capable of ta ing measures to protect the 

design  conduct  and repor ng of the research against bias resul ng from the nancial 
con ict of interest  

 odi ca on of the research plan  
 Change of personnel or personnel responsibili es  or dis uali ca on of personnel from  

par cipa on in all or a por on of the research  
 Reduc on or elimina on of the nancial interest (e g  sale of an e uit  interest); 
 Severance of rela onships that create nancial con icts 

No e penditures on an NIH a ard ill be permi ed un l the Inves gator has complied ith the 
Disclosure re uirements of this polic  and has agreed  in ri ng  to compl  ith an  plans 
determined b  the FC I anager necessar  to manage the Financial Con ict of Interest   
 
REPORTING REQUIREMENTS 
When an FC I is iden ed during the period of an NIH-funded a ard  the assigned FC I S  

ill submit an riginal Report (ini al report) to the NIH via the eRA Commons FC I odule 
(FC I odule)  
 
The FC I anager or assigned FC I S  in the FC I odule is responsible for the repor ng 
the iden ed FC I to the NIH   The FC I reports include an ini al report  annual report to 
report on the status of the FC I  (e g  is the FC I being managed or does it no longer e ist) 
(i e  ongoing) and revised FC I reports follo ing a retrospec ve revie  if applicable  The 
follo ing repor ng mes are re uired: 
 

o Prior to the e penditure of funds under a ne  a ard 
o Within si t  ( 0) da s of iden f ing an FC I for an Inves gator ho is ne l  

par cipa ng in the pro ect 
o Within si t  ( 0) da s for ne l  iden ed FC Is  for e is ng Inves gators 
o At least annuall  (at the same me as hen the Ins tu on is re uired to submit 

the annual progress report  mul - ear progress report  if applicable  or at me of 
e tension)  
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o A er an  retrospec ve revie  to update a previousl  submi ed report  if ne  
informa on is discovered follo ing comple on of the revie  including a 

i ga on report if bias is found follo ing comple on of a retrospec ve revie  

NIH is to be no ed promptl  if: 
 an Inves gator fails to compl  ith this FC I polic  
 noncompliance ith an FC I management plan appears to have biased the design  

conduct  or repor ng of the PHS NIH-funded research  

MAINTENANCE OF RECORDS 
Records of Inves gator SFI Disclosure forms  the Institution’s review of, or response to, such 
disclosure (whether or not a disclosure resulted in the Institution’s determination of a Financial 
Conflict of Interest), and of ac ons ta en to manage actual or poten al FC I  shall be retained b  
the FC I anager for 

 three ( ) ears from the date of the nal e penditure report or 
 here applicable  from other dates speci ed in 45 CFR 5  for di erent situa ons  

 

ENFORCEMENT MECHANISMS AND REMEDIES AND NONCOMPLIANCE 
Inves gators are e pected to compl  full  and promptl  ith this polic  Whenever a person has 
violated this polic  including failure to ma e a re uired disclosure of nancial interests or failure 
to compl  ith a re uirement of the management plan  disciplinar  proceedings ma  be ta en 
against the viola ng individual (e g  le ers of reprimand  restric on on the use of funds  etc )  

RETROSPECTIVE REVIEW REQURIEMENTS: 

Whenever a Financial Con ict of Interest is not iden ed or managed in a mel  manner  
including:  

 Failure b  the Inves gator to disclose a Signi cant Financial Interest that is determined b  
the Ins tu on to cons tute a Financial Con ict of Interest; 

 Failure b  the Ins tu on to revie  or manage such a Financial Con ict of Interest; or 
 Failure b  the Inves gator to compl  ith a Financial Con ict of Interest management 

plan; 

the Ins tu on shall  ithin 20 da s of the Ins tu on s determina on of noncompliance  
complete a retrospec ve revie  of the Inves gator s ac vi es and the NIH-funded research 
pro ect to determine hether an  NIH-funded research  or por on thereof  conducted during 
the me period of the noncompliance as biased in the design  conduct  or repor ng of such 
research  

The Ins tu on shall document the retrospec ve revie  hich must include at least the follo ing 
e  elements:  
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 Pro ect number; 
 Pro ect tle; 
 PD PI or contact PD PI if a mul ple PD PI model is used; 
 Name of the Inves gator ith the FC I; 
 Name of the en t  ith hich the Inves gator has a nancial con ict of interest 
 Reason(s) for the retrospec ve revie ; 
 Detailed methodolog  used for the retrospec ve revie  (e g  methodolog  of the revie  

process  composi on of the revie  panel  documents revie ed  etc ); 
 Findings of the revie ; and 
 Conclusions of the revie  

If bias is found  the Ins tu on must no f  NIH promptl  and submit a mi ga on report   If the 
FC I as previousl  reported to the NIH  the mi ga on report is submi ed as a Revised FC I 
Report  The mi ga on report must include  at a minimum  the e  elements documented in the 
retrospec ve revie  above and a descrip on of the impact of the bias on the research pro ect 
and the Ins tu on s plan of ac on or ac ons ta en to eliminate or mi gate the e ect of the bias 
(i e  impact on the research pro ect  e tent of harm done  including an  ualita ve and 

uan ta ve data to support an  actual or future harm; anal sis of hether the research pro ect 
is salvageable)   Therea er  the Ins tu on ill submit FC I reports annuall  as prescribed b  the 
regula on  

When bias is not found follo ing the comple on of a Retrospec ve Revie  the recipient should 
not submit a Revised  FC I report to no f  NIH that either the Retrospec ve Revie  has been 
completed or that bias is not found  

REQUIREMENTS:   

VIA THERAPEUTICS ill ensure compliance in an  case in hich the Department of Health and 
Human Services determines that a PHS-funded pro e t of lini al resear h hose purpose is to 
evaluate the safet  or e ec veness of a drug  medical device  or treatment has been designed  
conducted  or reported b  an Inves gator ith a nancial con ict of interest that as not 
managed or reported b  VIA THERAPEUTICS  as re uired b  the regula on  VIA THERAPEUTICS 

ill re uire the Inves gator involved to  
 disclose the nancial con ict of interest in each public presenta on of the results of 

the PHS funded research and  
 to re uest an addendum to previousl  published presenta ons under PHS Funded 

research  
 
SUBRECIPIENT REQUIRMENTS 
When carr ing out the PHS-funded research through a subrecipient (e g  subcontractors)  VIA 
THERAPEUTICS shall establish a ri en agreement in accordance ith the NIH rants Polic  
Statement Sec on 5 2 (e g  suba ard contract) hich con rms that the inves gators of the 
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subrecipient ins tu on ill compl  ith this polic  or provide cer ca on that their 
organi a on is compliant ith the Federal regula on  20  Revised Financial Con ict of 
Interest Regula on  Promo ng b ec vit  in Research (42 CFR part 50 subpart F)  

If the subrecipient s FC I polic  ill appl  to subrecipient Inves gators  the ri en 
agreement ill include me frames for the subrecipient to report iden ed FC Is to VIA 
THERAPEUTICS so that VIA THERAPEUTICS can report the iden ed FC I to the NIH as 
re uired b  the regula on (i e  prior to the subrecipient s e penditure of funds and ithin 

0 da s of the subrecipient s iden ca on of an FC I)  The informa on reported to VIA 
THERAPEUTICS must include the same informa on as provided in NIH s FA  H 5  The FC I 
report informa on ill be re uired prior to the subrecipient s e penditure of funds under a 
ne  suba ard and ithin 50 or 55 da s follo ing the iden ca on of a ne  FC I during the 
period of an a ard  

If VIA THERAPEUTICS FC I polic  applies to a subrecipient ins tu on  VIA THERAPEUTICS ill 
re uire the submission of Inves gator SFI disclosures for VIA THERAPEUTICS revie  and 
determina on of FC I in me to meet the repor ng obliga ons of the FC I regula on   
 
PUBLIC ACCESSIBILITY REQUIREMENTS 
Prior to the e penditure of an  funds under an NIH a ard  VIA THERAPEUTICS ill ensure  
public accessibilit  b  ri en response to an  re uestor ithin ve business da s of a re uest of  
informa on concerning an  SFI disclosed that meets the follo ing three criteria: 

 The SFI as disclosed and is s ll held b  the senior e  personnel  Senior e  
personnel means the PD PI and an  other person iden ed as senior e  personnel b  
VIA THERAPEUTICS in the a ard applica on  progress report  or an  other report 
submi ed to the NIH;  

 VIA THERAPEUTICS has determined that the SFI is related to the research funded 
through an a ard; and  

 VIA THERAPEUTICS has determined that the SFI is a nancial con ict of interest  
The informa on that VIA THERAPEUTICS ill ma e available via a publicl  accessible  

ebsite or in a ri en response to an  re uestor ithin ve da s of re uest ill include  at a  
minimum  the follo ing: 

 The Inves gator s name  
 The Inves gator s tle and role ith respect to the research pro ect  
 The name of the en t  in hich the Signi cant Financial Interest is held  
 The nature of the Signi cant Financial Interest; and 
 The appro imate dollar value of the Signi cant Financial Interest in the follo ing ranges: 

0- 4 ; 5 000- ; 0 000 - ; amounts bet een 20 000- 00 000 b  
increments of 20 000; amounts above 00 000 b  increments of 50 000)  or a 
statement that the interest is one hose value cannot be readil  determined through 
reference to public prices or other reasonable measures of fair mar et value  
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If VIA THERAPEUTICS uses a publicl  accessible ebsite to compl  ith the public 
disclosure re uirements of the NIH regula ons  the informa on posted ill be updated at least  
annuall  and ithin si t  da s of receipt or iden ca on of informa on concerning an  addi onal 
Signi cant Financial Interest of the senior e  personnel for the NIH-funded research pro ect that  
had not been previousl  disclosed  or upon the disclosure of a Signi cant Financial Interest of  
senior e  personnel ne  to the NIH-funded research pro ect  if it is determined b  the 
designated o cial that the Signi cant Financial Interest is related to the research and is a nancial 
con ict of interest  
 

 

FOR ADDITIONAL GUIDANCE: 

h ps: grants nih gov fa s nancial-con ict-of-interest htm 

 


