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!"#$%&'8).)*9*-)+ The Federal Department of Health and Human Services has developed 
regula9ons (42 CFR Part 50 Subpart F and 45 CFR Part 94) on Promo9ng Objec9vity in Research. 
The regula9ons were first developed in 1995, and in 2011, the regula9ons were revised. These 
regula9ons describe the ac9ons an individual and an organiza9on must take to promote 
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(iii) With regard to intellectual property rights and interests (e.g., patents, copyrights), a
significant financial interest exists upon receipt of income of greater than $5,000
related to such rights and interests.

2) The term significant financial interest does not include the following types of financial
interests:

(i) Salary, royal9es, or other remunera9on paid by Columbia Interna9onal University to 
the Inves9gator if the Inves9gator is currently employed or otherwise appointed by 
Columbia Interna9onal University, including intellectual property rights assigned to
Columbia Interna9onal University and agreements to share in royal9es related to 
such rights.

(ii) Income from investment vehicles, such as mutual funds and re9rement accounts, as 
long as the Inves9gator does not directly control the investment decisions made in 
these vehicles.

(iii) 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.
Ins9tu9on of higher educa9on, an academic teaching hospital, a medical center, or a 
research ins9tute that is affiliated with a U.S. Ins9tu9on of higher educa9on or

(iv) Income from service on advisory commi[ees or review panels for a federal, state, or 
local government agency located in the United States (U.S.), a U.S. Ins9tu9on of 
higher educa9on, an academic teaching hospital, a medical center, or a research 
ins9tute that is affiliated with a U.S. Ins9tu9on of higher educa9on.

3) Inves9gators must disclose the occurrence of any foreign or domes9c reimbursed or
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• a federal, state, or local government agency located in the United States, 
• a United States Ins9tu9on of higher educa9on, 
• an academic teaching hospital, 
• a medical center, or 
• a research ins9tute affiliated with a United States Ins9tu9on of Higher Educa9on. 

 
,"3*$@-',$-.-%$.#'2-)*3*4)4 – Inves9gators must disclose all foreign financial interests (which 
includes income from seminars, lectures, or teaching engagements, income from service on 
advisory commi[ees or review panels, and reimbursed or sponsored travel) received from any 
foreign en9ty, including foreign Ins9tu9ons of higher educa9on 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). 
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At the 9me of applica9on, the Principal Inves9gator and all other individuals who meet the 
defini9on of “Inves9gator” must disclose their SFIs to Columbia Interna9onal University’ 
designated official – for the purpose of this policy, the SO. Any new Inves9gator who, aier 
applying to NIH for funding from NIH or during the course of the research project, plans to 
par9cipate in the project must similarly disclose their SFI(s) to the designated official promptly 
and prior to par9cipa9on in the project.  
 
Each Inves9gator who is par9cipa9ng in research under an NIH award must submit an updated 
disclosure of SFI at least annually, during the period of the award. Such disclosure must include 
any informa9on that was not disclosed ini9ally to Columbia Interna9onal University pursuant to 
this Policy or in a subsequent disclosure of SFI (e.g., any financial conflict of interest iden9fied 
on an NIH-funded project directly as an NIH Grantee and/or indirectly through a sub-award) 
that was transferred from another Ins9tu9on), and must include updated informa9on regarding 
any previously disclosed SFI (e.g., the updated value of a previously disclosed equity interest).  
Each Inves9gator par9cipa9ng 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 addi9on, Inves9gators must submit an 



the SFI is related to the PHS/NIH-funded research and, if so, whether the SFI creates a Financial 
Conflict of Interest related to that research award.  
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The FCOI commi[ee will determine whether an Inves9gator’s SFI is related to the research 
under an NIH award and, if so, whether the SFI is a financial conflict of interest.   
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The FCOI may involve the Inves9gator in determining whether an SFI is related to the research 
supported by the award.  
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determined through reference to public prices or other reasonable measures of fair 
market value.  

 
If Columbia Interna9onal University uses a publicly accessible Website to comply with the public 
disclosure requirements of the NIH regula9ons, the informa9on posted will be updated at least 
annually and within sixty days of receipt or iden9fica9on of informa9on concerning any 
addi9onal Significant Financial Interest of the senior/key personnel for the NIH-funded research 
project that had not been previously disclosed, or upon the disclosure of a Significant Financial 
Interest of senior/key personnel new to the NIH-funded research project, if it is determined by 
the designated official that the Significant Financial Interest is related to the research and is a 
financial conflict of interest.  
 
Informa9on concerning an individual’s SFI, as limited by this Policy, will remain available for 
responses to wri[en requests or for pos9ng via Columbia Interna9onal University’ publicly 
accessible Web site for at least three years from the date that the informa9on was most 
recently updated.  
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grants.nih.gov.  
 
Addi9onal informa9on on FCOI repor9ng can be found under this reference: Types of FCOI 
Reports Summary Chart for NIH and is available at 
required_FCOI_reports_through_era_commons.docx  
(live.com).  
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Each Inves9gator will be informed about Columbia Interna9onal University’ Financial Conflict of 
Interest Policy and be trained on the Inves9gator’s responsibility to disclose foreign and 
domes9c SFIs per this policy and of the FCOI regula9on at 42 CFR Part 50 Subpart F. FCOI 
training will occur prior to an Inves9gator engaging in PHS/NIH-funded research, at least every 
four years and immediately (as defined below) when any of the following circumstances apply: 
 

1) Columbia Interna9onal University revises this Policy, or procedures related to this Policy, 
in any manner that affects the requirements of Inves9gators; 
 

2) An Inves9gator is new to Columbia Interna9onal University research under an NIH award 
(training is to be completed prior to his/her par9cipa9on in the research); or 

 
3) Columbia Interna9onal University finds that an Inves9gator is not in compliance with this 

Policy or a management plan issued under this Policy (training is to be completed within 
30 days in the manner specified by the designated official). 

 
In fulfillment of the FCOI training requirement of the FCOI regula9on, Columbia Interna9onal 
University requires its inves9gators to complete the Na9onal Ins9tutes of Health’s Financial 
Conflict of Interest tutorial located at: 
 
h[p://grants.nih.gov/grants/policy/coi/tutorial2011/fcoi.htm  in accordance with the 
requirements and expecta9ons of this Policy. All inves9gators must print a cer9fica9on of 
comple9on at the end of training and retain it for audit purposes.  
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When an FCOI is not iden9fied or managed in a 9mely manner, including failure by the 
Inves9gator to disclose a significant financial interest that is determined by the Ins9tu9on to 
cons9tute a FCOI, failure by the Ins9tu9on to review or manage such an FCOI; and failure by the 
Inves9gator to comply with a management plan; Columbia Interna9onal University will within 
120 days: 
 

1. a) Complete a retrospec9ve review of the Inves9gator’s ac9vi9es and the PHS/NIH-
funded research project to determine whether any NIH-funded research, or por9on 

http://grants.nih.gov/grants/policy/coi/tutorial2011/fcoi.htm


thereof, conducted during the period of the noncompliance was biased in the design, 
conduct, or repor9ng of research; 

2. b) Document the retrospec9ve review consistent with the regula9on at 42 CFR 
50.605(a)(3)(ii)(B) or as described in NIH’s FAQ I.2. at  
Frequently Asked Ques9ons (FAQs) |grants.nih.gov; 

 
If bias is found, Columbia Interna9onal University shall no9fy NIH promptly and submit a 
mi9ga9on report to NIH via the eRA Commons FCOI Module that shall address the following: 
 

• Impact of the bias on the research project, and 
 

• Columbia Interna9onal University’s plan of ac9on or ac9ons taken to eliminate or 
mi9gate the effect of the bias. 

 
 
Thereaier, Columbia Interna9onal University shall submit FCOI reports annually to NIH in 
accordance with the regula9ons and terms and condi9ons of the award agreement. Depending 
on the nature of the Financial Conflict of Interest, Columbia Interna9onal University may 
determine that addi9onal interim measures are necessary with regard to the Inves9gator’s 
par9cipa9on in the research project 
 
between the date that the Financial Conflict of Interest is iden9fied and the comple9on of 
Columbia Interna9onal University’ independent retrospec9ve review. If bias is not found, no 
further ac9on is required.  
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If HHS determines that one of its funded clinical research projects whose purpose is to evaluate 
the safety or effec9veness of a drug, medical device, or treatment, has been designed, 
conducted or reported by an Inves9gator with a Financial Conflict of Interest that was not 
managed or reported by Columbia Interna9onal University, Columbia Interna9onal University 
shall require the Inves9gator involved to disclose the Financial Conflict of Interest in each public 
presenta9on of the results of the research and to request an addendum to previously published 
presenta9ons.  
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A subrecipient rela9onship is established when federal funds flow down from or through 
Columbia Interna9onal University to another individual or en9ty, and the subrecipient will be 
conduc9ng a substan9ve por9on of a PHS-funded research project and is accountable to 
Columbia Interna9onal University for programma9c outcomes and compliance ma[ers. 
Subrecipients, who include but are not limited to collaborators, consor9um members, 
consultants, contractors, subcontractors, and sub-awardees, are subject to Columbia 
Interna9onal University’ terms and condi9ons, and as such, Columbia Interna9onal University 





45 C.F.R. 75.361 for different situa9ons. Columbia Interna9onal University will retain records for 
each compe99ve segment as provided in the regula9on.  
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Compliance with this policy is a condi9on of employment and/or par9cipa9on for all applicable 




