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Investigator Financial
Conflicts of Interest
Policy

1 Purpose

The purpose of this Policy is to —

express the requirements of Investigators participating in the United States Public Health Service (PHS) funded Research.
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This Policy is to be read in conjunction with the following —
Conflicts of Interest Guideline; and

Conflict of Interest Declaration .

2 Scope

Institutional Scope

The scope of this Policy applies to the entire University.

Individual Scope

The scope of this Policy applies to —

Investigators; and

FCOI Officials;

when conducting United States PHS funded Research. 
3 Investigator Financial Conflicts of Interest

Investigator means the project director or principal investigator or any other individual, regardless of title or position, who is responsible for the design, conduct, or reporting of Research funded by the PHS, or proposed for such funding, which may include, for example, collaborators or consultants.

Investigators must disclose all Significant Financial Interests to a designated FCOI Official. 

Significant Financial Interest means a financial interest consisting of one or more of the following interests of the Investigator (and those of the Investigator’s spouse and dependent children) that could reasonably appear to be related to the Investigator’s institutional responsibilities —
with regard to any publicly traded entity, a Significant Financial Interest exists if the value of any remuneration received from the entity in the twelve months preceding the disclosure and the value of any equity interest in the entity as of the date of disclosure, when aggregated, exceeds $5,000 including but not limited to —

(a). salary and any payment for services not otherwise identified as salary (e.g. consulting fees, honoraria, paid authorship); and/or

(b).  equity interest includes any stock, stock option, or other ownership interest, as determined through reference to public prices or other reasonable measures of fair market value;

with regard to any non-publicly traded entity, a Significant Financial Interest exists if the value of any remuneration received from the entity in the twelve months preceding the disclosure, when aggregated, exceeds $5,000, or when the Investigator (or the Investigator’s spouse or dependent children) holds any equity interest (e.g., stock, stock option, or other ownership interest); or

with regard to any Intellectual Property rights and interests (e.g., patents, copyrights), upon receipt of income related to such rights and interests. 
Significant Financial Interests do not include the following types of financial interests —
salary, royalties, or other remuneration paid by an Institution to the Investigator if the Investigator is currently employed or otherwise appointed by that Institution, including Intellectual Property rights assigned to that Institution and agreements to share in royalties related to such rights;
any ownership interest in an Institution held by the Investigator, if that Institution is a commercial or for-profit organization; income from investment vehicles, such as mutual funds and retirement accounts, as long as the Investigator does not directly control the investment decisions made in these vehicles;
income from seminars, lectures, or teaching engagements sponsored by a federal, state, or local government agency, an Institution of higher education as defined at 20 U.S.C. 1001(a), an academic teaching hospital, a medical centre, or a research institute that is affiliated with an Institution of higher education; or
income from service on advisory committees or review panels for a federal, state, or local government agency, an Institution of higher education as defined at 20 U.S.C. 1001(a), an academic teaching hospital, a medical centre, or a research institute that is affiliated with an Institution of higher education.
Investigators must also disclose the occurrence of any reimbursed or sponsored Travel (i.e. that which is paid on behalf of the Investigator and not reimbursed to the Investigator so that the exact monetary value may not be readily available), related to their institutional responsibilities; provided, however, that this disclosure requirement does not apply to Travel that is reimbursed or sponsored by a federal, state, or local government agency, an Institution of higher education as defined at 20 U.S.C. 1001(a), an academic teaching hospital, a medical centre, or a research institute that is affiliated with an Institution of higher education.  Disclosure relating to Travel must include, but is not limited to —

the purpose of the trip;

the identity of the sponsor/organizer; and

the destination, and the duration.

The University must inform each Investigator of —

this Policy;

their responsibilities regarding disclosure of significant financial interests; and

the Financial Conflicts of Interest Regulations.
The University will require Investigators to complete training on their responsibilities —

before engaging in Research related to any PHS funded grant; 

at least every four years; and

immediately after meeting one of the following criteria —

this Policy is amended in a way that affects the responsibilities of an Investigator;

an Investigator is new to the University; or
an Investigator breaches this policy or a FCOI management plan.
4 FCOI Subrecipients
The University will make it clear, in a written agreement, whether or not this Policy, or an FCOI Policy (or similar) of another organisation applies when the University carries out Public Health Service funded research through a subrecipient (for example a subcontractor or consortium members).

Subrecipients using their own FCOI Policy (or similar) must, in a written agreement between themselves and the University certifying that their policy complies with the FCOI Regulations.

Subrecipients using this Policy or their own must in a written agreement specify time periods for submitting their Significant Financial Interest disclosures to the University to enable the University to provide timely FCOI reports to the Public Health Service.

5 Reporting FCOI
The University will provide reports to the PHS on all FCOI including those of subrecipients prior to any expenditure of funds and within 60 days of any subsequent FCOI, including where a new Investigator begins participating in that Research.

FCOI Reports will include, but are not limited to —

project number;

project title;

PD/PI or contact PD/PI if multiple PD/PI model is used;

name of the Investigator with the FCOI;

name of the entity with the Investigator has a FCOI;

the nature of the FCOI;

value range of the FCOI (dollar ranges are permissible: $0-$4,999; $5,000-$9,999; $10,000-$19,999; amounts between $20,000-$100,000 by increments of $20,000; amounts above $100,000 by increments of $50,000), or a statement that the interest is one whose value cannot be readily determined through reference to public prices or other reasonable measures of fair market value;

a description of how the FCOI related to the Research;

a description of the FCOI management plan including —

role and principal duties of the conflicted Investigator in the Research project;

conditions of the management plan;

how the management plan is designed to safeguard objectivity in the research project;

confirmation of the Investigator's agreement to the management plan;

how the management plan will be monitored to ensure Investigator compliance; and

other information as needed.

The University will designate an FCOI Official to solicit and review disclosures of Significant Financial Interests from all Investigators who are planning to participate, or who are participating in PHS Research.

Disclosures must be made to the designated FCOI Official for all Investigators and their spouses and dependent children no later than the time of application for the PHS funded Research.

Disclosures must be made at least annually and as prescribed by the University.  

The University will set out the details of its designated FCOI Official and prescribed reporting periods in an Conflict of Interest Declaration. 

The University will be responsible for maintaining Records relating to all Investigator Significant Financial Interest disclosures, reviews and FCOI management plans for at least three years from the date the final expenditure report is submitted to the PHS.

Where any litigation, claim or audit is started before the expiration of the three-year period, Records must be retained until all litigation, claims or audit findings involving the Records have been resolved and final action taken.

The period of time may be extended when the non-Federal entity is notified by the Human and Health Services awarding agency, cognisant agency for audit, oversight agency for audit, cognisant agency for indirect costs, or pass-through entity to extend the retention period.
An FCOI Register must be made available within five business days of a request to access the FCOI Register.
6 Determining FCOI
Financial Conflict of Interest (FCOI) means a Significant Financial Interest that could directly and significantly affect the design, conduct or reporting of Public Health Service funded Research.

A designated FCOI Official will be responsible for determining, in accordance with the Conflicts of Interest Guideline, if an Investigator —

has a Significant Financial Interest that could be affected by the PHS funded Research; and/or

is involved in an entity whose Significant Financial Interest could be affected by that Research.

The designated FCOI Official must involve the relevant Investigator in determining whether their Significant Financial Interest is related to the PHS funded Research.

In accordance with the University’s FCOI policy, the FCOI Official(s) will determine if further information is needed, including a determination or disclosure of monetary value, in order to determine whether the Travel constitutes an FCOI with the PHS funded research.
7 Managing FCOI
Where the designated FCOI Official has determined that a FCOI exists, that FCOI will be managed with an FCOI management plan that may include, but not limited to —

public disclosure of FCOI;

disclosure of FCOI directly to any human subjects involved in the Research;

appointment of an independent monitor capable of taking measures to protect the design, conduct and reporting of the Research against bias resulting from the FCOI;

modification of the Research plan;

change of personnel or personal responsibilities, or disqualification of personnel from participating in all or part of the Research;

reduction or elimination of the FCOI;

severance or relationships that created the FCOI.

8 FCOI Noncompliance 

The University, whenever a FCOI was not identified or managed in a timely manner, including failure by an Investigator to disclose a Significant Financial Interest, or failure by the University to review or manage a disclosure, or failure by an Investigator to comply with an FCOI management plan, must within 60 days complete a retrospective review of the noncompliance to determine if the Research or part of that Research was biased in its design, conduct or reporting.

The University, whenever a FCOI was not managed or reported as required in relation to a PHS-funded research project of clinical research whose purpose is to evaluate the safety or effectiveness of a drug, medical device, or treatment, will require the Investigator to —
(1). Disclose the FCOI in each public presentation of the results of the research, and

(2). Request an addendum to previously published presentations. 
8.2 Retrospective Review of FCOI Noncompliance

The University will, in preparing a retrospective review include, but not limited to the following information —

project number;

project title;

PD/PI or contact PD/PI if multiple PD/PI model is used;

name of the Investigator with the FCOI;

name of the entity with the Investigator has a FCOI;

reason(s) for the retrospective review;

methodology used for the retrospective review;

findings of the retrospective review; and

conclusions of the retrospective review.

The University will submit where appropriate a mitigation report to the Public Health Service detailing —

findings of the retrospective review;

a description of the impact of the bias on the Research;

actions to be taken to mitigate or eliminated the effect of that bias.
The University will monitor Investigator compliance in accordance with the mitigation report on an ongoing basis until the completion of the PHS funded Research is complete.

Definitions
FCOI Official means the ???
Financial Conflicts of Interest is defined in section 3
Intellectual Property is defined in the Intellectual Property Policy.
Investigator is defined in section 3
Policy is defined in the Policy Framework Policy.

Record is defined in the Information Retention Policy.

Research is defined in the Research Integrity Policy.

Significant Financial Interests is defined in section 3.
Travel is defined in the Travel Policy.
University is defined in the Policy Framework Policy.
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