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1. Introduction 

 
42 CFR Part 50 Subpart F, “Promoting 

45 CFR Part 94
 (PHS)–funded  

cooperative agreement, and  not apply to SBIR or STTR 
 

 

 (“Vortex
below) engaged in PHS/NIH-

 
-  

 
2. Applicability 

42 CFR Part 50 Subpart F 

 planning 
PHS/NIH-  
 
3.  

For   of   and   following  apply: 

- 
  

or reporting of PHS-funded  

Financial   of monetary value,  or not  value  readily  

Vortex 

 

Vortex 

 CEO, Dr. Ben Vo  

 Any public or private organization,  or foreign (excluding a federal 
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  Director (PD) or Principal  (PI), and any  

 
 conduct, or reporting of PHS/NIH-funded   

 will   role,   title (e.g.,  p  MD, 
 

-funded 
 

Manage
 

 

-
 ) 

 

 award, 
 training grant, program  or   award. 

 
PHS-

 

 

 

 

 Financial Interest  
1) A domestic or foreign 

institutional responsibilities 
Vortex
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(i) 

 

 

(ii) Non-

 

(iii) 
 

 

2) reimbursed or sponsored travel related to 

  exact  may not    cover  
 

 
 

 
• a federal,  or local government agency located in  United  
• a United   of  Education, 
• an academic   
• a medical center, or 
• a   affiliated  a United   of  Education 
 
3)  

 

• Vortex 
 by Vortex, including intellectual property  

 to Vortex  

• Any   in Vortex  by    Vortex -
- 

-  

• Income from     mutual  and 
 

• Income from   or    by a 

 

• 
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  aggregated amount of  income    for 
 (e.g.,   

 
4.  Financial Interest (SFI) Disclosure Requirements 
 

  institutional responsibilities
 

 
The disclosure will not be limited to an Investigator’s research responsibilities or their funded 
research as this is too narrow in scope and not consistent with the 2011 regulation. 
 

  SFI  will be retained by    part of  record maintenance 
 

 
Investigators are required to disclose SFIs at the following  

 
 

 

Vortex 
- 

 

-
 

 

 

5. Review of SFI Disclosures 

. 

 

 SFI  will be reviewed   below: 

Prior to the issuance of a new award and before any expenditure of any awarded funds (e.g., during 
Just-in-

any expenditure of  
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Ad hoc basis during award period: If a new   a  or an  

 or  a new SFI during   will,   
(1) review   
(2) determine   SFI  related to  PHS/NIH-funded  
(3) determine  an FCOI  and, if  
(4) implement, on at  an interim  a management plan. 
 
An FCOI report will be  to NIH  60  of identifying  FCOI. 
 
6. Relatedness of SFIs to PHS/NIH-Funded Research and FCOI 

 DO   for    of  to NIH-funded  and determining 
 

 

 
  SFI could be affected by  PHS/NIH-funded  or 
   in an  -funded 

 

INVESTIGATOR INVOLVEMENT:  DO may    
 

- funded 
  

 
7. Management of SFIs that Pose an FCOI 

 
 

 
1. 

a management plan. 
 

2.   
document 

 
3. Appointment of an independent monitor to protect   in 
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4.  of   plan 
5.  of   or removal from  of   
6. Reduction or elimination of    (e.g.,  equity) 
7. Severance of  creating   

 
 

 

 
8. Monitoring Investigator Compliance 

Vortex  

 

 
9. Public Accessibility of the FCOI Policy and FCOIs Held by Senior/Key Personnel 

A copy of  policy Vortex  required by Section 
 NIH Gran . 

 FCOIs held by Senior/Key Before any  are  under an NIH award, Vortex 

following criteria: 

by Vortex   

• Vortex -funded  

• Vortex  determined   SFI  an FCOI. 

 applicable, Vortex will  available at   following information: 
•  name 
•  title and role   to    
• Name of  entity in   SFI   
• Nature of  SFI 
• Approximate dollar value of  SFI in  following  –  –  –

  between  and    
 

 

 

If Vortex 
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 -funded 
 or 

 
to be related and an FCOI. 

 

 
10. Reporting Identified Financial  of Interest 

Prior to  any  under an NIH-funded award, Vortex  an identified FCOI report to 
Vortex will 

 plan. 

Vortex 

 

 NIH eRA  FCOI Module  Guide, available at  following 
  

 
Initial (Original) FCOI Reports 

 

50.60 NIH FAQ H.5.  

  
 

 
 

 
 

  annual report  be  at   time   
-

 at -conflict-of-
). 

report 75  prior  next budget period  date for continuation  NIH will notify 
 

 Annual FCOI  are not required at grant  
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Types of FCOI Reports Summary Chart for  
 

Required FCOI Reports to NIH via eRA Commons FCOI Module 

REPORT CONTENT REQUIRED WHEN 
 
 
 
New FCOI 
Report (Initial 

 

 

 

 
 
Prior to  expenditure 

of identifying any new FCOI 
 

 
 
Annual FCOI Report 

 

 if 
applicable. 

report, multi-

 

 
 

 FCOI Report 
 

 

original report. 

review 
 

applicable. 

 

 
Mitigation Report 

    contact 

and  

 

 found. 
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11. Training Requirements for Investigators 

Vortex  to  
foreign and   under  policy and  FCOI regulation at 42 CFR Part 50 Subpart F. Training 

-
 

 Vortex   policy or related  in a way  
 

  Vortex  
 

 Vortex 
 

 
Vortex 

-and-compliance/policy- -training
 

  be    DO. 
 
Vortex FCOI compliance 
from  following location: .  
 
12. Noncompliance With FCOI Policy and Corrective Actions 

If Vortex 
-

Vortex 
 

 
 
In  of noncompliance, including: 

 Failure by   to  an SFI   later determined to  
 Failure by   to review or manage an FCOI 
 Failure by   to comply  an  management plan 

 
Vortex will,  120  of identifying noncompliance: 
1. - 

  
2. Document   review in accordance  42 CFR 50.605(a)(3)(ii)(B) or 

-conflict-of-  or  
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Vortex 

50.605(a)(3)(iii) or . at -conflict-of-
 to NIH via . 

 report will include: 
•  impact of   on    and 
•  plan of action or corrective   to eliminate or mitigate  effect of  

Vortex 
Vortex may implement additional interim 

required. 

 
13. Clinical Research Requirements 

-
drug, medical device, or treatment  conducted, 
unmanaged or unreported FCOI, Vortex 

 
 
14. Subrecipient Requirements 

Vortex 
- Vortex 

 compliance.  (e.g.    
  and -  Vortex  

Vortex  
 at 42 CFR Part 50 Subpart F. Vortex will include in  

Vortex
  ). 

 
If the subrecipient’s FCOI policy  

Vortex in time for Vortex 

Vortex – Vortex
NIH Module. 

 
If the subrecipient cannot certify  

Vortex
Vortex
Vortex Vortex to review, manage, 

and  Vortex will implement a management plan, 
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15. Maintenance of Records 

Vortex Vortex   
to   or   in a determination 

75.361 fo Vortex 
regulation. 
 
16. Enforcement Actions for Investigator Noncompliance 

termination of employment or contract, formal warning 
-

appropriate. 
 
17. Useful FCOI and NIH Resources 

NIH e-mail  for FCOI-related   
 

- - -D/part- -F 
-and-compliance/policy-  

-conflict-of-  
-and-compliance/welcome-wagon 
-and-compliance/policy- -training 

 
18. Point Of Contact 

If you  a  related to  FCOI Policy of Vortex, or would  to  
 

 
 

 
 Executive Officer, Vortex  

 


