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such conflicts.   The University has established a zero dollar  threshold for reporting both 
in dollar value and percentage of equity holding meaning that if the financial interest 
could reasonably be perceived to directly and significantly affect the research is must be 
disclosed.   
 

 
5.0 Procedures 
 

The following responsibilities for disclosure, review and management of conflict of 
interests in research resides with the following individuals : 

 
Conflict of Interest Management Team Member  

 
Management team members are non -conflicted faculty peer and/or administrative staff 
appointed by the designated official to review pertinent documentation, proposed 
management plans, and reports and to make recommendations to the Designated 
Official regarding Investigator and other employee compliance with the Conflict of 
Interest Policy.  Each team will consist of three members and recommend 
conditions/restrictions, if any, to consider in the management of a potential or actual 
financial conflict of interest.  

 
 Designated Official  
 

The Designated Official, for purposes of these policies and procedures, is the Executive 
Director, Office of Research Compliance and Assurance and is responsible for supporting 
the Vice President for Research and Economic Development in implementing this policy 
and procedures.  The Designate d Official shall review disclosure forms from 
Investigators and assist in the development of Management Plans that specify the 
actions taken to manage the financial conflict of interest.  The Designated Official works 
closely with conflict of interest management team members.  

 
 Office of Research Compliance and Assurance  
 

The Office of Research Compliance and Assurance is available to provide advice and 
assistance to any individual on the interpretation of these requirements and the 
applicability to a specific situation.  

 
Investigator  

 
The Investigator is responsible for reporting of financial conflict of interests as outlined 
in these procedures, compliance with Management Plans, and submission of any 
Publications that require disclosure of an interest per a Management Plan.  
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Vice -President for Research and Economic Development  

 
The Vice -President for Research appoints the Designated Official and serves as the final 
arbiter in the appeals process. The Vice President and Designated Official shall make the 
determination regarding whethe r or not an Employee’s real or potential Financial 
Conflict of Interest must be managed, reduced or eliminated.  

 
Activities that warrant a reduction or elimination of a Conflict of Interest will be 
reviewed by the Designated Official and the Institutional  Official (Vice President for 
Research and Economic Development ) and a determination made.   If Activities require 
reduction or elimination, a plan for doing so will be developed by the Designated Official 
and the Investigator . 

 
 

5.1 What Must Be Disclosed  
 

Investigators are encouraged to disclose any situation that could conceivably be 
viewed as a conflict of interest or a reportable financial interest.  Please also 
refer to the USA Conflict of Interest in Research Policy for activities requiring 
disclosure include, but not limited to:  

 
5.1.1 Ownership int erest in any entity providing funds for research activities  
5.1.2 Ownership interest in any entity that owns intellectual property that 

could reasonably be affected by research activities 
5.1.3 Financial interest that could reasonably appear to be related to your 

inst itutional responsibilities (including your spouse and dependent 
children)  

5.1.4 
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Financial Interests do NOT i nclude:  
 

(1) Salary, royalties or other remuneration paid by University of South Alabama to the 
Investigator if the Investigator is currently employed or otherwise appointed by the 
University;  
(2) Intellectual property rights assigned to University of South Alabama and agreements 
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The Investigator’s written notification must be acknowledged by the 
student or trainee.  Additionally, faculty must discuss conflict of interest 
principles intended to guide productive engagement of students in 
faculty enterprises.  A sample letter of notification  is available on the 
Conflict of In terest website.  

 
5.2.4 Travel Disclosure 

 
PHS-Funded Investigators or organizations that require compliance with 
PHS Financial Conflict of Interest Regulations must disclose the 
occurrence of any reimbursed or sponsored travel related to their 
Institutional Responsibilities paid for by a third-party entity, including 
non -profit organizations .  Disclosure is not  required for travel sponsored 
by or reimbursed by a government agency, a U.S. Institution of higher 
education or a research institute affiliated with such, a U.S. medical 
center, or a U.S. academic teaching hospital.  
 
When a travel request submitted through Concur indicates that an 
employee’s travel is sponsored or reimbursed by a third party and the 
traveler is a PHS-funded Investigator,  the Offic e of Research Compliance 
will receive an automated notification to review the Travel Request.  This 
does not slow down the approval process, as the Office of Research 
Compliance is not involved in approving the Travel Request.  The Office 
will notify the traveler if further disclosure of the travel and 
reimbursement information is required , including a determination or 
disclosure of monetary value, in order to determine whether the travel 
constitutes a financial conflict of interest with PHS -funded research.   

 
 
5.3 Training 

 
  5.3.1 Identifying Who Needs Training  
 

The University’s Office of Sponsored Projects Administration Internal 
Processing Form completed for transmission of grant applications, 
contracts or cooperative agreements, specifies within the Conflict of 
Interest section, if the submission is to Public H ealth Service (PHS) agency 
or Non-PHS Conflict of Interest compliant agency.  If so,  a link is provided 
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Interest training requirement  if the proposal is funded.   
 

5.3.2 How Do I Complete Training?  
 

• The Collaborative Institutional Training Initiative (CITI) online program 
is a nationally -recognized source for research-related training.  The 
Office of Research Compliance and Assurance utilizes  CITI training to 
meet PHS agencies and other applicable granting 
agencies/foundation training requirements.  

• Instructions for accessing the CITI training program are located on the 
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5.4 Review, Management & M onitoring Conflicts of Interests  
 

5.4.1 Identifying Financial Conflict of Interest  
 

The Designated Official (Office of Research Compliance and Assurance) 
reviews conflict of interest disclosure forms for completeness and 
communicates with Investigators as  necessary to obtain all required 
information.  A preliminary review is conducted to determine whether a 
financial conflict of interest exists.   This is exercised in cooperation with 
the relevant research department/unit and participation by the 
Investiga tor.  A variety of criteria may be considered in determining 
whether a specific financial interest creates a conflict of interest with 
respect to a PHS funded project. 
 
The review will consider the nature of the research, the degree to which 
the conflict i s related to the research, the extent to which the interest 
could be affected by the research, and any management strategies that 
would mitigate, reduce, or eliminate the conflict. Management strategies 
may include, but not restricted to:  
 
• Modification of the research plan  
• Public disclosure of financial conflicts of interest  
• Disclosure to human subject participants  
• Change of personnel or personnel responsibilities  
• Reduction or elimination of financial interest (sale of an equity 

interest)  
• Appointment of an independent monitor capable of taking measures 

to protect the design, conduct and reporting of research against bias 
or appearance of bias 

• Severance of relationships  
 

Based on the preliminary review, the following may occur; 1) no further 
action recommende d or 2) action requires clarification or 3) development 
of a management plan.  
 
If a management plan is warranted, the investigator will be advised on 
how the project must be managed and other actions that must be taken 
to eliminate or reduce the conflict.  This is communicated to the 
Investigator in the form of a Management Plan.  
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5.4.2 Management Plan  
 

If it is determined that a financial interest is related to PHS- funded 
research, Non-PHS compliant agency or an external faculty enterprise, a 
management  plan may be required to eliminate or manage the financial 
and/or personal conflict of interest, as appropriate.   The following will 
occur: 
 

• Office of Research Compliance and Assurance works in conjunction with 
Investigator(s) and/or Departmental Supervis or to develop draft 
management plan for any such conflicts before awarded funds are 
expended.  

• Office of Research Compliance and Assurance appoints management 
team members  

• Management team members review and discuss prior to approval of 
management plan  

• Mana gement plans are approved and signed by the Investigator, 
Department Chair/Supervisor and Vice President for Research and 
Economic Development  

 
The Investigator may not initiate research that gives rise to Financial 
Conflict of Interest, or the appearance of, until the review and approval 
process is complete.   
 

 
5.4.3 Conflict of Interest Management Team  

 
The management team reviews Investigator reports, as prescribed in the 
management plan.    
 
An initial meeting with the Investigator may be initiated at the request of 
the Management Team.  For example, if there are concerns regarding 
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• A list of relevant research projects being pursued 
• Change in status if the individual is invested in a related 

startup company  

https://www.southalabama.edu/departments/compliance/conflictofinterest/resources/phssubrecipients.pdf
https://www.southalabama.edu/departments/compliance/conflictofinterest/resources/phssubrecipients.pdf
https://www.southalabama.edu/departments/compliance/conflictofinterest/resources/phssubrecipients.pdf
https://www.southalabama.edu/departments/compliance/conflictofinterest/resources/phssubrecipients.pdf
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5.6.1 The University must,  within 120 days of its determination of 

noncompliance, complete a retrospective review of the  Investigator’s 
activities and the  PHS-funded research to determine whether the design, 
conduct, or reporting of the PHS-funded research, or any portion thereof, 
conducted during the period of noncompliance, was biased. Retrospective 
reviews will be conducted by the Office of Research Compliance and 
Assurance,  in collaboration with the Vice President for Research and 
Economic Development to determine if the research or any part of it was 
biased, to include a mitigation plan to address any issues.   

 
5.6.2 The University is required to document the retrospective  review and 

report detailed findings to  PHS, including at least the following key 
elements:  
• project number;  
• project title; 
• Principal  Investigator  or contact  Principal Investigator  if  there are 

multiple Princip al Investigator s on the project; 
• name of the  Investigator  with the  Financial Conflict of Interest;  
• name of the Entity with which the  Investigator  has a Financial Conflict 

of Interest; 
• reason(s) for the retrospective review; 
• detailed methodology used for the retrospective review (e.g., 

methodology of the review  process, composition of the review panel, 
documents reviewed);  

• findings of the review; and  
• conclusions of the review.  

 
5.6.3 Based on the results of the retrospective review, USA will update the 

previously submitted Financial Conflict of Interest report, if appropriate, 
specifying actions that will be taken.  If bias is found, USA must notify PHS 
promptly and submit a mitigation report, to include:  
• elements documented in the retrospective review;  
• a description of the impact of the bias on the research; and 
• USA’s plan of action or the actions taken to eliminate or mitigate the 

effect of the bias 
 
5.6.4 Thereafter, the Institution will submit financial conflict of interest reports 

annually as prescribed by PHS COI regulation.  
 
 
 
 



Page 12 of 13 

 

6.0 Enforcement 
 
 The responsible parties for oversight and enforcement are:  
 
 Policy Oversight: Office of Research Compliance and Assurance  
 Policy Enforcement:  Vice President for Research and Economic Development  
 
 
7.0 Related Documents  
 
Conflict of Interest and Conflict of Commitment Policy  
Guidance for Determining if a Financial Conflict of Interest is R elated to PHS-Funded Project  
PHS Agencies and Non -PHS organizations that require compliance with PHS COI Regulations  
PHS Subreceipient instructions and disclosure forms  
Notification Letter Informing Students/Staff o f Potential Conflict of Interest 
 
2011 Public Health Service (PHS) Regulations:  Responsibility of Applicants for Promoting 
Objectivity in Research for which PHS Funding is Sought ( 42 C.F.R. Part 50, Subpart F) 
 
 
 
 
 

https://www.southalabama.edu/departments/compliance/policylibrary/policy.html?doc=6AA3113D-FFF9-419A-A899-B2D873D0E77F
https://www.southalabama.edu/departments/compliance/conflictofinterest/resources/phs.fcoi.relatedness.pdf
https://www.southalabama.edu/departments/compliance/conflictofinterest/phs-organizations.html
https://www.southalabama.edu/departments/compliance/conflictofinterest/resources/phssubrecipients.pdf
https://www.southalabama.edu/departments/compliance/conflictofinterest/resources/phssubrecipients.pdf
https://www.southalabama.edu/departments/compliance/conflictofinterest/resources/sample.letter.coi.notification.pdf
https://www.southalabama.edu/departments/compliance/conflictofinterest/resources/sample.letter.coi.notification.pdf
https://www.ecfr.gov/cgi-bin/text-idx?c=ecfr&SID=992817854207767214895b1fa023755d&rgn=div5&view=text&node=42:1.0.1.4.23&idno=42%20-%20sp42.1.50.f#sp42.1.50.f


http://www.hhs.gov/about/orgchart
http://www.southalabama.edu/departments/research/spa/index.html
http://www.southalabama.edu/departments/research/spa/index.html

