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3.9.2 for research projects involving human subjects research, disclosure of financial conflicts 
of interest directly to participants;  

3.9.3 appointment of an independent monitor capable of taking measures to protect the design, 
conduct, and reporting of the research against bias resulting from the financial conflict of 
interest;  

3.9.4 modification of the research plan;  

3.9.5 change of personnel or personnel responsibilities, or disqualification of personnel from 
participation in all or a portion of the research;  

3.9.6 reduction or elimination of the Financial Interest (e.g., sale of an equity interest); or  

3.9.7 severance of relationships that create financial conflicts 

3.10 The PHS Responsible Authority will impose, if necessary, interim measures regarding the PHS 
Investigator’s participation in the research project pending completion of the review where an 
SFI is disclosed during an ongoing research project by a new PHS Investigator or a new SFI by 
an existing PHS Investigator. 

3.11
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3.14.4 following a retrospective review (as per section 3.17 below); and 

3.14.5 in the time and manner specified by PHS for any other FCOI reports for the duration of 
project period (including extensions with or without funds). 

3.15 Research Services will ensure that FCOI Reports include sufficient information to enable the 
PHS awarding component to understand the nature and extent of the financial conflict, and to 
assess the appropriateness of the University’s FCOI management plan. Each report must contain: 

3.15.1 project number; 

3.15.2 project director/principal PHS Investigator or contact project director/principal PHS 
Investigator if a multiple project director/principal PHS Investigator model is used;  

3.15.3 name of PHS Investigator with an FCOI;  

3.15.4 name of the entity with which the PHS Investigator has an FCOI;  

3.15.5 nature of FCOI (e.g., equity, consulting fees, travel reimbursement, honoraria);  

3.15.6 value of the Financial Interest per year recorded as:  

a. US$0 - US$4,999; 

b. US$5,000 - US$9,999;  

c. US$10,000-US$19,999;  

d. amounts between US$20,000 - US$100,000 by increments of US$20,000;  

e. amounts above US$100,000 by increments of US$50,000; or 

f. a statement that a value cannot be readily determined. 

g. a description of how the Financial Interest relates to PHS-funded research and the 
basis for the University’s determination that the Financial Interest conflicts with such 
research; and  

h. key elements of the University’s FCOI management plan as outlined in 3.8 above. 

3.16 Research Services will retain all records of FCOI disclosures, and SFU’s review of, and response 
to such disclosures (whether or not an FCOI is found to exist) and all actions taken under these 
Procedures for at least three years from the date of submission of the final expenditures report or, 
where applicable, from other dates specified in 45 CFR 75.361 for different situations. 

Non-Compliance and Retrospective Review 

3.17 PHS Investigators must comply with Policy GP 37, its associated procedures and other 
applicable University policies. Non-compliance with the policies constitutes misconduct and 
may be pursued under the applicable collective agreement or University policy. Under SFU 
Policy on Responsible Conduct of Research (R 60.01), failure to manage an SFI in conformance 
with the applicable policies may result in disciplinary action. 
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3.18 When SFU identifies an SFI that was not disclosed timely by the PHS Investigator or, for 
whatever reason, was not previously reviewed by SFU during an ongoing PHS-funded research 
project (e.g., was not timely reviewed or reported by a subrecipient), SFU, through the PHS 
Responsible Authority, will, within 60 days: 

3.18.1 review the SFI;  

3.18.2 determine whether it is related to PHS-funded research;  

3.18.3 determine whether an FCOI exists; and,  

3.18.4 if so, implement, on at least an interim basis, the FCOI management plan that shall 
specify the actions that have been, and will be, taken to manage such financial conflict of 
interest going forward. 

3.19 When an FCOI is not identified or managed in a timely manner including: 

3.19.1 failure by the PHS Investigator to disclose an SFI that is determined by SFU to constitute 
an FCOI;  

3.19.2 failure by SFU to review or manage such an FCOI; or  

3.19.3 failure by the PHS Investigator to comply with the FCOI management plan. 

3.20 SFU will, within 120 days of SFU’s determination of noncompliance, complete a retrospective 
review of the PHS Investigator's activities and the PHS-funded research project to determine 
whether any PHS funded research, or portion thereof, conducted during the time period of the 
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3.23 If bias is found, Research Services will: 

3.23.1 notify the PHS awarding component promptly of the corrective action taken or to be 
taken; and  

3.23.2 submit a mitigation report to the PHS awarding component; the mitigation report must 
include, at a minimum, the key elements documented in the retrospective review above,a 
description of the impact of the bias on the research project and the University’s plan of 
action or actions taken to eliminate or mitigate the effect of the bias (e.g., impact on the 
research project; extent of harm done, including any qualitative and quantitative data to 
support any actual or future harm; analysis of whether the research project is 
salvageable). 

3.24 After submitting the initial reports described in sections 3.22 and 3.23 above, SFU will submit 
FCOI update reports annually, as specified in section 3.14 above. 

3.25 In any case in which PHS determines that funded project of clinical research whose purpose is to 
evaluate the safety or effectiveness of a drug, medical device, or treatment has been designed, 
conducted, or reported by the PHS Investigator with an FCOI that was not managed or reported 
by the University as required by PHS, the PHS Investigator will disclose the FCOI in each public 
presentation of the results of the research and to request an addendum to previously published 
presentations. 

3.26 In cases where disclosure, reporting and sim
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