Annual Report of EPA Faculty and Staff Compliance with the
ECU Conflict of Interest and Commitment Regulation

Introduction

Effective July 1, 1995, all EPA faculty members and other professional staff of East Carolina University are subject to revised regulations concerning Conflicts of Interest (COI) and conflicts of commitment affecting University employment and external professional activities. This regulation covers all EPA faculty and non-faculty employees regardless of their percent of employment insofar as their University responsibilities are concerned, and EPA faculty and EPA non-faculty employees who are on leave if the leave is funded at least partially from University sources. The revised ECU regulations are based on policies and guidelines adopted by the UNC system Board of Governors and federal agency requirements. Any questions regarding these procedures or the Board of Governors' policies upon which they are based should be directed to the University Compliance Officer.  Phone:  252-328-9473 or email: jchinn@ecu.edu 

The Division of Research and Graduate Studies is responsible for reporting to the Chancellor, ECU’s compliance with applicable COI policies mandated by UNC General Administration.  The Office of Research and Compliance Administration (ORCA) have been assigned the duty to collect COI reporting information from each ECU unit.  In addition, ORCA annually reports ECU’s EPA employees’ compliance with UNC’s COI Policy to the ECU Board of Trustees. 
Unit Administrators are required to annually summarize the COI disclosures completed by their EPA employees to ORCA.   This document is meant to help you better understand your review of COI disclosures and facilitate your unit’s annual reporting.  It contains some key definitions; categories of COI and examples; and instructions for unit’s summary reporting of COI disclosures.  The full text of the regulation on COI for ECU is available in the ECU Policy Manual or from ORCA.
Key definitions 

Conflict of Interest:  A conflict of interest is situation where from the perspective of an independent observer, there is the possibility that an individual’s private, financial interests, or his or her family’s interests, may influence the individual’s professional actions, decisions, or their judgment.  A COI may take various forms, but arises when a faculty or staff member is or may be in a position to influence the university business, research, or other decisions in ways that could lead to any form of personal gain for the faculty or staff member or the faculty or staff member’s family, or give improper advantage to others to the university’s detriment.
Enterprise:  Any corporation, partnership, sole proprietorship, firm, franchise, association, organization, holding company, joint stock company, receivership, business or real estate trust, or any legal entity organized for profit or charitable purposes.  University and university related entities are excluded.  (see 'Significant Financial Interest' below for further exclusions.) The text of the ECU regulation of Conflict of Interest and Commitment uses the term 'business' rather than enterprise. 

Significant Financial Interest: Significant Financial Interest has the same meaning as in 42 C.F.R. 50.603 as it currently exists and as it may later be amended.  This provision of the Code of Federal Regulations defines a Significant Financial Interest to mean: anything of monetary value, including, but not limited to, salary or other payments for services (e.g., consulting fees or honoraria); equity interests (e.g., stocks, stock options or other ownership interests); and intellectual property rights (e.g., patents, copyrights and royalties from such rights).  The term does not include:

1. Salary, royalties, or other remuneration from the applicant institution;

2. Any ownership interests in the institution, if the institution is an applicant under the Small Business Innovation Research Program (SBIR);

3. Income from seminars, lectures, or teaching engagements sponsored by public or nonprofit entities;

4. Income from service on advisory committees or review panels for public or nonprofit entities;

5. An equity interest that when aggregated for the Investigator and the Investigator’s spouse and dependent children, meets both of the following tests: Does not exceed $10,000 in value as determined through reference to public prices or other reasonable measures of fair market value, and does not represent more than a five percent ownership interest in any single entity; or

6. Salary, royalties or other payments that when aggregated for the Investigator and the Investigator’s spouse and dependent children over the next twelve months, are not expected to exceed $10,000.   

Categories of COI
Activities that may involve conflicts of interest can be categorized under four general headings: 

· Category I: consists of activities that appear to involve a conflict of interest but in, fact, do not. 

· Category II: consist of activities that present potential conflict of interest and must be reported, but that may be allowable with administrative approval. 

· Category III: consists of relationships that are generally not allowable because they involve potential conflicts of interest or they present obvious opportunities or inducements to favor personal interests over institutional interests. Before proceeding with such an endeavor, the EPA Employee must demonstrate that in fact his or her objectivity would not be affected and University interests otherwise would not be damaged.  An approved conflict of interest management plan must be in place before any activities involving this category are initiated.
· Category IV:  consists of activities that have the potential for creating conflicts of interest that are prohibited by North Carolina and/or federal law and, therefore, may not be undertaken.

Examples of Potential Conflicts by Categories  

Provided below are representative, but not all-inclusive, examples of activities in each of these four categories.
Category I (activities allowable with no reporting required):  The examples cited below involve activities external to University employment, and thus may present the appearance of a technical conflict, but they in fact do not have the potential for affecting the objectivity of the EPA employee’s performance of University responsibilities; at most, some such situations could prompt questions about conflicts of commitment.   
1. An EPA Employee receiving royalties from the publication of scholarly works and other writings or for the licensure of patented inventions pursuant to the University's Patent and Copyright Policies (Faculty Manual, Part VII, Research Information).

2. An EPA employee receiving nominal compensation, in the form of honoraria or expense reimbursement, in connection with service to professional associations, service on review panels, presentation of scholarly works, and participation in accreditation reviews. Senior Academic and Administrative Officers may also be subject to special regulations regarding honoraria which require leave to be taken when external activities for pay will take place during the regular work week (UNC Policy Manual, 300.2.2.2[R]). 

3. An EPA Employee having an equity interest in a corporation used solely for the individual's consulting activities provided such consulting activities are appropriately reported and approved in accordance with the policy on, External Professional Activities of Faculty and Other Professional Staff and the corporation is not directly or indirectly conducting any business or sponsoring any projects with the University.

Category II (activities requiring disclosure for administrative review):  The examples cited below suggest a possibility of conflicting loyalties that can impair objectivity, but disclosure and resulting analysis of relationships may render the activity permissible, perhaps with certain types of limitation or monitoring. 
1. Research Activities

a) An EPA employee accepting support for University research under conditions that require research results to be held confidential, unpublished, or inordinately delayed in publication.  Research conducted by faculty or students under any form of sponsorship must maintain the University’s open teaching and research philosophy and must adhere to a policy that prohibits secrecy in research.  Such conditions on publication must be in compliance with UNC Policy Manual, 500.1 and 500.2.   

b) Related persons working on the same funded or unfunded project.

2. External Activities

a) An EPA Employee serving on the board of directors or scientific advisory board of an enterprise or business that provides financial support for University research, and the employee or a member of his or her immediate family may receive such financial support.

b) An EPA Employee serving in an executive position in a for-profit or not-for-profit business, which conducts research, or other activities in an area related to the University duties of the employee.

3. Ownership

a) An EPA Employee having a financial interest or a significant financial interest in a business that competes with the services provided by the University.

b) An EPA Employee having significant equity or a Significant Financial Interest in a for-profit business that conducts research or other activities in an area related to the employee’s University duties.  
c) An EPA Employee requiring students to purchase the textbook or related instructional materials of the employee or members of his or her immediate family, which produces compensation for the employee or family member. 

4. Other

a) An EPA employee receiving compensation or gratuities (other than occasional meals, gifts or desk copies of textbooks, and the like) from any individual or entity doing business with the University.  See also Category IV activities.  

b) Engaging in any other activity that has the potential for creating a conflict of interest or commitment as defined herein.

Category III (activities or relationships that are generally not allowable): The examples cited below involve situations that are not generally permissible, because they involve potential conflicts of interest or they present obvious opportunities or inducements to favor personal interests over institutional interests.  Before proceeding with such an endeavor, the EPA employee would have to demonstrate that in fact his or her objectivity would not be affected and University interests otherwise would not be damaged. An approved conflict of interest management plan must be in place before any activities involving this category are initiated.
1. Research Activities

a) An EPA Employee participating in University research involving a technology owned by or contractually obligated (by license, option, or otherwise) to a business in which the individual or an immediate family member has a consulting relationship, has an ownership interest, or holds an executive position. 

b) An EPA Employee participating in University research which is funded by a grant or contract from a business in which the individual or member of his or her immediate family has an ownership interest and/or significant financial interest;

c) An EPA Employee assigning students, postdoctoral fellows or other trainees to University research projects sponsored by a business in which the individual or a member of his or her immediate family has an ownership interest and/or significant financial interest.

2. External Activities

a) Assuming an executive position in a not-for-profit business with which the University has a contractual relationship known to the individual and which is engaged in commercial or research activities in a field related to the individual's University responsibilities.

b) An EPA Employee making referrals of University business to an external business or company in which the individual or a member of his or her immediate family has a financial interest, including a consulting relationship.

c) An EPA Employee associating his or her own name with the University in such way as to profit financially by trading on the reputation or goodwill of the University.  Mere identification of the University as the employer of the individual and of the individual's position at the University is permitted by this section, provided that such identification is not used in a manner that implies sponsorship or endorsement by the University.  An example of a context in which such an association might occur is external professional activity for pay.
d) An EPA Employee serving as an expert witness for pay in litigation which requires the disclosure of research data in a manner that will compromise the University’s or a student’s ability to publish.

3. Public Disclosure

a) An EPA Employee publishing or formally presenting University sponsored research results, or providing expert commentary on a subject, with out simultaneously disclosing any significant financial interest relating to such results or such subject.

b) An EPA Employee making unauthorized use of privileged information acquired in connection with one's University responsibilities.  See also Category IV activities.

4. Administrative Responsibilities

a) An EPA Employee taking administrative action in the course and scope of University responsibilities that is beneficial to a business in which the individual or an immediate family member has a significant financial interest, including a significant consulting relationship.  See also Category IV activities.  

b) An EPA Employee influencing the negotiation of contracts between the University and an outside organization with which the individual or an immediate family member has a significant financial interest, including a significant consulting relationship.  See also Category IV activities.

5. Committee Participation

a) An EPA Employee serving on a committee of a governmental agency or private entity during the consideration by such a committee of the regulation or application of a technology that is owned by or contractually obligated to a business in which that individual or immediate family has a significant financial interest, including a significant consulting relationship.

Category IV activities are those that have the potential for creating conflicts of interest that are prohibited by North Carolina Statutes (including N.C. Gen. Statute 14-234 and 14-234.1 as they currently exist and as may later be amended [Contracts made in violation of N.C.G.S. 14-234 are void as a matter of law and anyone violating this statute may be prosecuted criminally]) and federal law and, therefore, may not be undertaken. 
The examples cited below involve situations that are not permissible, because they are prohibited by North Carolina or federal laws as they involve potential conflicts of interest (Note that the North Carolina Ethics Act [Ethics Act] also regulates Conflicts of Interest for “Covered Persons”.  Questions regarding the Ethics Act should be directed to the University Attorney.) or they present obvious opportunities or inducements to favor personal interests over institutional interests.  

1. An EPA employee who is involved in making or administrating a contract on behalf of a state agency and deriving a direct benefit from the contract. “Direct benefit from a contract” means where an EPA employee or his or her spouse: 
a. Has more than a ten percent (10%) ownership or other interest in an entity that is a party to contract with a state agency;
b. Derives any income or commission directly from the contract with a state agency;
c. Acquires any property under the contract with a state agency.
2. An EPA employee receives a direct benefit from a contract with the state agency he or she serves, but who is not involved in making or administering the contract, from attempting to influence any other person who is involved in making or administering the contract. A person is involved in administering a contract if he or she oversees the performance of the contract or has authority to make decisions regarding the contract or to interpret the contract.  A person is involved in making a contract if he or she participates in the development of specifications or terms or in the preparation or award of the contract.
3. An EPA employee solicits or receives gift, reward, or promise of reward in exchange for recommending, influencing, or attempting to influence the award of a contract by the state agency he or she serves.
4. An EPA employee benefiting financially, or helping someone else benefit, from non-public information gained by the employee in his or her official capacity.
5. An EPA employee receives compensation from research sponsors that provide or supply healthcare services or products to researcher-physicians or hospitals for their participation in clinical research if such compensation is intended to induce physicians or hospitals to purchase drugs or services of the research sponsor that will be paid by Medicare or Medicaid.  This is the Medicare Anti-Kickback law (42 U.S.C.  1320a-7b(b))
6. An EPA employee falsely certifying in their grant applications that they are in compliance with statutory and regulatory requirements, including applicable statutes and regulations prohibiting conflicts of interest.  Falsely certifying compliance could result in criminal prosecution and civil penalties under the False Claims Act (31 U.S.C.  3729, et seq.).
Instructions for unit COI reporting
The procedures for reporting COI within a unit are as follows:

1. Each unit administrator will distribute the COI disclosure forms annually to all faculty and professional staff (EPA non faculty) under his or her supervision and assure that completed forms are returned.  The forms will be available from:

a. Academic Affairs website as a download; and from

b. The Office of Research Compliance Administration as an email attachment upon request via email (chinnj@ecu.edu).

2. Each Unit Administrator will annually collect (in the first quarter) from each EPA employee within the unit, completed COI disclosures (Form A, and as needed Forms B, C, and/or D). 
3. The Unit Administrator reviews the completed forms and forwards a copy of all disclosure forms where a COI was disclosed (usually when a “Yes” box has been checked) to the Office of Research Compliance Administration; Mailstop 157, Greenville Centre.
4. The completed COI disclosures are confidential information and should be file appropriately.  It is recommended that these completed COI forms be kept with each employee’s personnel file. 
5. Once all COI disclosures are collected from each EPA employees within the unit, the Unit Administrator submits a summary report of COI disclosures to the Office of Research Compliance Administration (ORCA).  This report should be submitted no later than April of each year (If submitting the completed report electronically, scan the completed and signed form and send it electronically to chinnj@ecu.edu.  No paper copy would then be needed).  The summary report (a sample report can be found below) will contain the following:

a. Identification of unit submitting report and name of individual making the report;

b. Statement that all EPA employees have completed a disclosure with exceptions listed;

c. Listing of all EPA employees who disclosed a COI;

d. Listing of any exceptions or non-compliant EPA employees who have not completed their COI disclosure at the time of unit’s reporting; and

e. Signature of unit head certifying accuracy of report.

6. If a Unit Administrator should receive a COI disclosure or an updated COI disclosure outside the annual reporting period, steps 2 to 5 are repeated only for the additional disclosures being reported.
7. Questions regarding COI should be directed to the University Compliance Officer.  Phone – 252-328-9473 or email – chinnj@ecu.edu 
Unit Summary of COI Reporting
	Reporting Year:
	


	Reporting Unit: 
	


	Reporting Unit Administrator: 
	


Table of Exceptions and Disclosed COI

(if none, indicate “none” in the table)
	 Names of EPA Faculty and EPA Staff who have NOT completed their annual disclosures
(Use additional copies of form if needed)
	Email address of non- compliant EPA employee
	Do you want ORCA to follow up with the EPA employee?
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	Names of EPA Faculty and EPA Staff who disclosed a COI

(a “Yes” box has been checked in a disclosure form)
Use additional copies of form if needed
	Email address of EPA employee disclosing a COI
	Do you know if a COI management plan is in place?

	
	
	Yes
	No

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


I certify that all EPA employees within this unit have completed their annual COI disclosures.   Exceptions and those who disclosed a COI are noted in the table above.  The completed COI disclosures are appropriately filed within the unit.

______________________________________________

_______________

Signature of Chair/Unit Supervisor or Director or Dean  


Date
or other ECU official (Required)
	Printed name of certifying official: 
	


If submitting electronically (no paper copy is needed), scan a completed and signed form and send it electronically to chinnj@ecu.edu.
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If assistance is needed or questions arise, contact Office of Research Compliance Administration – 252-328-9473

