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December 3, 2009

Chancellor Steve Ballara
East Carolina University
Spilman Building

Dear Dr. Ballard:

On December 1, 2009, the Faculty Senate adopted the following resolutions for
your consideration. Details on the resolutions are either attached or linked
electronically.

09-47 Approval of Foundation Curriculum Course for Arts, COMM 2020:
Fundamentals of Speech Communication (FC:FA) and Approval of
Foundation Curriculum Course for Science, BIOL 2110/2111.:

Fundamental of Microbiology (FC:SC)

09-49 Sport and Exercise Psychology Concentration in the Master of Science
degree in Exercise and Sport Science within the College of Health and
Human Performance; Risk Management and Insurance Concentration in
the BSBA in Finance within the College of Business; Health Physics
Concentration in the Master of Science degree in Physics within the
College of Arts and Sciences; Notice of Intent to Plan a New
Baccalaureate Degree in Religion/Religious Studies withira
multidisciplinary program within the College of Arts and Sciences.

0>

09-50 Proposed revisions to the ECU Faculty Manual, Appendix |. Policy on
Conflicts of Interest and Commitment.

09-51 Proposed revisions to the ECU Faculty Manual, Appendix D. Tenure and
Promotion Policies and Procedures of ECU

09-52 Curriculum matters contained in the November 12, 2009, University
Curriculum Committee minutes.

—ast Carolina University is a constituent institution of the University of North Carolina. An equal
opportunity/affirmative action university, which accommodates the needs of individuals with disabilities.
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Also, included below is a resolution relating to the 2010-2011 Faculty Senate and Agenda Committee
meeting dates, which does not require your approval.

09-48 2010-2011 Faculty Senate and Agenda Committee Meeting Dates as follows:

Agenda Committee will meet: Faculty Senate will meet:.
September 1, 2009 September 15, 2009
September 29, 2009 October 6, 2009
October 20, 2009 November 3, 2009
November 17, 2009 December 1, 2009
January 12, 2010 January 26, 2010
February 9, 2010 February 23, 2010
March 16, 2010 March 30, 2010
April 6, 2010 April 20, 2010
April 27, 2010
Organizational Meeting

Thank you for your consideration of the above mentioned resolutions.

Sincerely,

- '\—'--.|.hlh.ﬁ

f4 l/\ O Qo {) (AN~
Marianna-Walker ‘
Chair of the Faculty

copy via emall
Faculty Officers
Marilyn Sheerer, Provost and Vice Chancellor for Academic & Student Affairs
Phyllis Horns, Vice Chancellor for Health Sciences
Deirdre Mageean, Vice Chancellor for Research and Graduate Studies




Oftice of the Chancellor
East Carolina University

105 Spilman Building ¢ Greenville, NC -

. B BT i < 252-328-6212 office » 252-328-4155 fax

CAROLINA www.ecu.edu
UNIVERSITY

Dr. Marianna Wilker
Chair of the Faculty \,

Steve Ballard
Chancellor

Date: January 12, 2010

Subject: Faculty Senate Resolutions 09-47, 09-49, 09-50, 09-51 and 09-52

I hereby approve the following two resolutions which were adopted by the Faculty Senate
on December 1, 2009:

Faculty Senate Resolution 09-47
Approval of Foundation Curriculum Course for Arts, COMM 2020: Fundamentals of

Speech Communication (FC:FA) and Approval of Foundation Curriculum Course for
Science, BIOL 2110/2111: Fundamentals of Microbiology (FC:SC); and

Faculty Senate Resolution 09-52
Curriculum matters contained in the November 12, 2009, University Curticulum

Committee minutes.

I hereby approve the following resolution which was adopted by the Faculty Senate on
December 1, 2009, and revised by the Faculty Governance Committee on December 9,

2009:

Faculty Senate Resolution 09-51
Proposed revisions to the ECU Faculty Mannal, Appendix D. Tenure and Promotion

Policies and Procedures of ECU

The revisions made to Appendix D 1n this resolution appear to meet the requirements
arising from changes to UNC policy and to address specific recommendations by UNC
General Administration. I have been advised by the University Attorney that the university
would benefit from further, more comprehensive review of Appendix D. Therefore, I
hereby request that the Faculty Senate, as a part of the review of the Facwity Manual, begin
another, more comprehensive review of Appendix D and propose further revisions
identified as beneficial through the process. The University Attorney is available to provide
advice regarding the benefit of additional revisions.

East Carolina University is a constituent institution of the University of North Carolina. An equal opportunity/affirmative action university,
which accommodates the needs of individuals with disabilities.




[ hereby approve the following resolution which was adopted by the Faculty Senate on
December 1, 2009, pending the editorial revision as specified below:

Faculty Senate Resolution 09-49

Sport and Exercise Psychology Concentration 1in the Master of Science degree in Exercise
and Sport Science within the College of Health and Human Performance; Risk
Management and Insurance Concentration in the BSBA 1n Finance within the College of
Business; Health Physics Concentration in the Master of Science degree in Physics within
the College of Arts and Sciences; Notice of Intent to Plan a New Baccalaureate Degree in
Religion/Religious Studies within a multidisciplinary program within the College of Arts
and Sciences.

C

Editorial revision: *....Notice of Intent to Plan a New Baccalaureate Degree 1n

Religion/Religious Studies withir as a multidisciplinary program within the College of Arts

and Sciences”.

[ hereby approve the following resolution which was adopted by the Faculty Senate on
December 1, 2009, pending editorial revisions and additional action as specified below:

Faculty Senate Resolution 09-50
Proposed revisions to the ECU Faculty Manual, Appendix 1. Policy on Conflicts of Interest

and Commitment.

The revision to Appendix I as proposed 1n Resolution 09-50 incorporates matters covered
in Part VI.V (External Professional Activities of Faculty and Other Professional Staff) of
the Faculty Manual. In order to avoid redundancy and the potential for contradiction, I
hereby approve Resolution 09-50 pending editorial revisions noted in red on the attached
copy and the removal of the redundant sections of Part VI of the Faculty Manual.

In order to move forward with the necessary changes as outlined 1n the proposed
resolution, I ask that the editorial revisions and additional action be taken within sixty days.

Attachment: Faculty Senate Resolution 09-50

Email copies:
Faculty Senate Ofticers
Dr. Marilyn Sheerer, Provost and Sentor Vice Chancellor for Academic
and Student Affairs
Dr. Phyllis Horns, Vice Chancellor for Health Sciences
Dr. Deirdre Mageean, Vice Chancellor for Research and Graduate Studies




Faculty Senate Resolution #09-50

Approved by the Faculty Senate: December 1, 2009
. Approved by the Chancellor: pending

Approved by the Board of Trustees:. pending

Proposed revision to the ECU Faculty Manual, Appendix |. Policy on Conflicts of
Interest and Commitment.

Proposed revisions are noted in bold print and deletions are noted in strikethrough.
Additional suggested editorial revisions noted In red.

APPENDIX |
EAST CAROLINA UNIVERSITY POLICY ON CONFLICTS OF INTEREST AND
COMMITMENT AND EXTERNAL ACTIVITIES OF FACULTY AND OTHER
PROFESSIONAL STAFF

CONTENTS

Introduction, Applicability, and Responsibility for Compliance

The Concepts-at-lssue-Definitions

Policies

A. Conflict of Interest

B. Conflict of Commitment

C. External Professional Activities of Faculty and Other Professional Staff
Categories and Examples of Potential Conflicts

Conflict of Interest Procedures
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Review and Approval of Activities and Plans for Eliminating or Managing Conflicts
Institutional Conflict of Interest

External Professional Activity for Pay Procedures
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|. Introduction, Applicability, and Responsibility for Compliance
Eﬁeetwe%uly—‘l—‘l%‘é—aﬁ\ll EPA faculty members and etherprofessional Non faculty

EPA staff of East Carolina University are subject to revised policies concerning conflicts
of interest and conflicts of commitment affecting University employment and external
professional activities. This policy covers full-time faculty and EPA non-faculty
employees, part-time faculty and EPA non-faculty employees, (those UNC employees
who are not subject to the State Personnel Act - herelnafter referred to as ‘EPA

employees’). : H Iresponsibilities-are-concerned—and-faculty-anc

DA _non-facultbv-emplon - re-if-the-leave tnded-atleast partic elas

Jniversityv-source ne-revised-ECU-policie 2 This policy is based on policies and
guidelines adopted by the UNC system Board of Governors, federal and state law, and
federal agency sponsor requirements. Any questions regarding these procedures or the
Board of Governors poI|C|es upon which they are based should be directed to the
appropriate-divisionalvice-chanecellor ECU Office of Research Compliance

Administration.

ll. Definitions

A. Business means any corporation, partnership, sole proprietorship, firm,
franchise, association, organization, holding company, joint stock company,
receivership, business or real estate trust, or any other legal entity organized for
profit, not-for-profit, or charitable purposes. "Business" excludes
University-related entities, which is inclusive of the University, and any
private medical practice or any other entity controlled by, controlling, or
under common control with the University or with which the University has
a contractual relationship for the purpose of providing patient care.

. Conflict of commitment relates to an individual’s distribution of effort
between obligations to his or her University employment and participation
in activities outside of University employment. The latter may include such
generally encouraged extensions of professional expertise as professional
consulting. A conflict of commitment occurs when the pursuit of such
outside activities involves an inordinate investment of time that interferes




with the EPA employee’s obligations to students, to colleagues, and/or to
missions of the University.

. Conflict of interest relates to situations in which financial or other personal
considerations may compromise, may involve the potential for compromising, or
may have the appearance of compromising an EPA employee’s objectivity In
fulfilling University duties or responsibilities, including research activities.

. “Executive Position" refers to any position that includes responsibilities for
a material segment of the operation or management of a business, including
Board membership.

. External professional activities for pay means any activity that 1) is not
included within one’s University employment responsibilities; 2) is
performed for any entity, public or private, other than the University
employer; 3) is undertaken for compensation; and 4) is based upon the
professional knowledge, experience and abilities of the EPA employee.
Activities for pay not involving such professional knowledge, experience
and abilities are not subject to advance disclosure and approval
requirements of this Policy, although they are subject to the basic
requirement that outside activities of any type not result in neglect of
primary University duties, conflicts of interest, inappropriate uses of the
University name or resources, or claims of University responsibility for the
activity.

. Department means an academic department, a professional school without
formally established departments, or any other administrative unit
designated by the chancellor of an institution or by the president for the
office of General Administration, for the purposes of implementing this
policy.

. The "Immediate Family" of a faculty or EPA non-faculty employee includes
his or her spouse, dependent children and/or other dependent(s) as defined
in the Internal Revenue Code.

. Inappropriate use or exploitation of University resources means using any
services, facilities, equipment, supplies, or personnel that members of the
general public may not freely use. A person engaged in professional
activities for pay may use, in that connection, his or her office and publicly
accessible facilities such as University libraries; however, an office shall
not be used as the site for compensated appointments with clients, e.q., for
counseling or instruction. Under no circumstances may a supervisory
employee use the services of a supervised employee during University
employment time to advance the supervisor’s external professional
activities for pay.

"Participate” means to be part of the described activity in any capacity,
including but not limited to serving as the principal investigator, co-
investigator, research collaborator or provider of direct patient care. The
term is not intended to apply to individuals who provide primarily technical
support or who are purely advisory, with no direct access to the data (e.g.,
control over its collection or analysis) or, in the case of clinical research, to




the trial participants, unless they are in a position to influence the study's
results or have privileged information as to the outcome. '

. 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);

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

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

. 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

. 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.

K. "Sponsored Programs" means research, public service, training and
instructional projects involving funds, materials, or other compensation
from outside sources under grants, contracts, or cooperative agreements.

. ""Technology"” means any process, method, product, compound, drug,
device, or any diagnostic, medical, or surgical procedure developed using
University time, facilities, equipment, or funds whether intended for
commercial use or not.

. University employment responsibilities include both “primary duties” and
“secondary duties.” Primary duties consist of assigned teaching,
scholarship, research, institutional service requirements, and other
assigned EPA employment duties. Secondary duties consist of
professional affiliations and activities undertaken by EPA employees
outside of the immediate University employment context that redound to the
benefit of the profession and to higher education in general. Such
endeavors, which may or may not entail the receipt of honoraria (See also
UNC Policy Manual 300.2.2.2[R]) or the reimbursement of expenses, include
membership in and service to professional associations and learned
societies; membership on professional review or advisory panels;




presentation of lectures, papers, concerts or exhibits; participation in
seminars and conferences; reviewing or editing scholarly publications and
books; and service to accreditation bodies. Such integral manifestations of
one’s membership in a profession are encouraged, as extensions of
University employment, so long as they do not interfere with the timely and
effective performance of the individual’s primary University duties.

The goal of this policy is to ensure that all petential conflicts of interest or commitment
are disclosed so that appropriate administrative interventions may eliminate, avoid, or
manage them. These policies, however, are not intended to limit responsible external
activities.

11l. Policies

A. Conflict of Interest

Re-Ppe of the Untve faeulty—and EPA nen—faeulty employees shall avoid
conflicts of mterest that e ntare
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sompromise-the-performance-of University responsibilities: compromise, may involve
the potential for compromising, or may have the appearance of compromising the
EPA employee’s objectivity in fulfilling University responsibilities, including
research activities. Accordingly, outside activities and financial interests must be
disclosed by EPA employees on an annual basis. clost D€ = wi

new-externakinterests-develop. This notthhstandmg, EPA employees have a

continuing obligation to timely update these disclosures as new external interests

develop. OutS|de act|v1t|es and fmanC|aI mterests should be arranged to avoid such
conflicts. Related-policies-are-also discussed-in-the ECU Faculty Manual Part\
Researeh—lntemmatiem

B. Conflict of Commitment

1e-pc of the-Universi ACL 3-EPA ron-faculty-eemployees shall
devote thelr prrmary professmnal loyalty tlme and energy to their teaching,research;

\ sare-at-the-University employment
responS|b|I|tles mcludmg research actlvmes Aeeerdmglye euts+de—aetwmes—and
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sontl commitment situs s—Accordingly, EPA employees shall not engage in
actlwtles outside of their employment that involves an inordinate investment of
time that interferes with the EPA employee’s obligations to students, to
colleagues, and/or to missions of the University. Such activities are unacceptable
outside activities. Conflicts of commitment may also arise in connection with non-
compensated activities and a conflict of commitment may exist notwithstanding
that an EPA employee received no economic benefit from the outside activity. The
Issue, in each case, is whether the employee is meeting the requirements of the




requirements of the job (as such responsibilities and requirements may be defined
by applicable University policy and as may be further described in an individual’s
job description or appointment letter).

The policy on External Professional Activities of Faculty and Other Professional
Staff should be used for these potential conflicts of commitment situations.

Although full-time faculty and other EPA employment is not amenable to precise,
time-clock analysis and monitoring, administrators at the department and school
levels are charged with the evaluation of the work of employees under their
supervision. The formal occasions for determining whether an individual is
devoting sufficient time and energy to University employment include regular
reviews in connection with annual salary decisions and scheduled reviews
incident to promotion, reappointment or tenure decisions and reviews of Notices
of Intent to Engage in External Professional Activities for Pay.

V. Categories and Examples of Potential Conflicts
Activities that may mvolve confllcts of interest can be categorlzed under four general
headlngs ~ommitar - nraa aeneral cateaorie nat differantiate

Category I: consnsts of activities that appear to involve a conflict of mterest but In,
factdonot € clationships-tr vhile-including-some-tk o conflicts-in—<
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Category |l: consist of activities that present potential conflict of interest and must
be reported but that may be allowable wnth admlmstratlve approval consists of
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Category lll: 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.
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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.

Provided below are representative, but not all-inclusive, examples of activities in each of

these three four categories. Please refer to Section bX-belew above for important
definitions.

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.

a) 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 VI, Research Information).

b) 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]).

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 ll:
Activities requiring disclosure for administrative review.
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 which conducts research or other
activities in an area related to the employee’s University duties. 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. This
notwithstanding, see Category IV example (f).

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

Category lll:

Activities or relationships that are generally not allowable.
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. An example of a context in which such an association
might occur is external professional activity for pay. 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.

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, without
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 that have the potential for creating conflicts of interest that
are prohibited by North Carolina and federal law (including N.C. Gen. Stat. 14-234




and 14-234.1 as they currently exist and as may later be amended) and, therefore,
may not be undertaken.

. (a) N.C.G.S. (a1)(4) defines “direct benefit from a contract” to mean where a
state officer or employee or his or her spouse: (i) has more than a ten
percent (10%) ownership or other interest in an entity that is a party to
contract with a state agency; (ii) derives any income or commission directly
from the contract with a state agency; (iil) acquires any property under the
contract with a state agency.

(b) N.C.G.S. 14-234 (a1)((2) states that a public officer or employee 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.

(c) N.C.G.S. 14-234 (a1)((3) states in part that a public officer or employee 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.

(d) North Carolina law prohibits a state officer or employee who is involved in
making or administering a contract on behalf of a state agency from
deriving a direct benefit from the contract (N.C.G.S. 14-234 (a)(1)).

(e) North Carolina law prohibits a state officer or employee who 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. (N.C.G.S. 14-234 (a)(2))

(f) North Carolina law prohibits a state officer or employee from soliciting or
receiving any 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. (N.C.G.S. 14-234 (a)(3))

(g) 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.

(h) N.C.G.S. 14-234.1 prohibits a State officer or employee from benefiting
financially, or helping someone else benefit, from non-public information
gained by the employee in his or her official capacity. Anyone violating this
statute may be prosecuted criminally.

) Note that the North Carolina Ethics Act (Ethics Act) also requlates Conflicts
of Interest for “Covered Persons”. Questions regarding the Ethics Act
should be directed to the University Attorney.

) Medicare Anti-Kickback Law. The Medicare Anti-Kickback law (42 U.S.C.
1320a-7b(b)) prohibits 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.

(k) False Claims Act. Researchers must certify 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.),
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amounts involved. Category | activities and relationships are not required to be
disclosed under this policy; however, other university reporting requirements may apply
to these activities (see Section |V). Where there is some question whether an activity
should be considered a Category | or |l activity as described above, the faculby/EPA non-
faculty-eEmployee should include the activity in the disclosure for consideration by
his/her supervisor.

AlHaculty-and-other EPA-pe
nith dicol

Revisions or updates of the yearly disclosures are required between yearly disclosures
whenever there is a significant change in the faculty-members EPA employee’s or
his/lher immediate family’s affairs that may lead to or may be perceived to lead to a
conflict with the fasulty-members EPA employee’s university activities, e.g., the faculty
member’s spouse begins to receive consultant fees from a company that currently
contracts with university for research services from the faculty member’s laboratory.

Procedures: To facilitate disclosure and to ensure appropriate uniformity across the
University, each individual will complete the "Annual Faculty/Professional Staff
Disclosure Form." Each unit administrator will distribute this form annually to all faculty
and professional staff (EPA non faculty) under his or her supervision and assure that
completed forms are returned. Unit Administrators shall summarize the disclosure
completed by EPA employees to the Office of Research Compliance

Administration.

The purpose of this form is to identify employees' activities that may lead to actual or
potential conflicts of commitment or interest so that appropriate administrative
intervention may address the problems. The employee and the administrative superior
supervisor are to complete and sign the annual disclosure form, which implies that the
administrative superier supervisor has reviewed the form. No further action will be
required if all questions are answered "no".

Further disclosure and review are required if questions elicit any "yes" responses on the
Annual Faculty/Professional Staff Disclosure Form or on any mid-year revisions or
updates of the annual form. The employee must then complete and sign the appropriate
additional forms. Suggested provisions or plans for eliminating or managing conflicts
should be included in these additional forms where indicated. Examples of some (but not
all) possible provisions for conflict management plans are:

1. Public disclosure of the significant financial interests or external activities;

2. Monitoring of activities by disinterested university officials to assure that conflicts do
not arise;

3. Cessation of the pertinent outside activities;

4. Divestiture of the pertinent financial interests; and

5. Severance of the relationships that create actual or potential conflicts.




Since these forms have direct bearing on the employment of individuals with the
University, all disclosure forms (the annual form and accompanying forms) and
associated documents will be maintained in the administrative office of the employee's
unit in his/her personnel folder for a period of at least three years following termination of
the pertinent activities.

VI. Review and Approval of Activities and Plans for Eliminating or Managing
Conflicts.

The unit administrator (chair, dean, or the employee's supervisor in the case of a senior
administrator) has the initial responsibility to review and approve or disapprove the
disclosure forms filed with him or her by the EPA employees within that unit. The review
shall follow the provisions of this Policy. The Unit administrator should be familiar with
the definition of ‘Significant Financial Interest’ (See-Seetien+X) to differentiate between
Category Il and Category lll activities and relationships. Category Il activities are
presumptively considered to be non-allowable.

The unit administrator may refer any question regarding an annual disclosure form to the
next higher administrative level for review and decision and must refer to the next higher
level for review and approval all annual disclosures (and updates/revisions) which
require additional forms (as described in the annual disclosure form) for EPA employees
involvement in possible Category |l and lll activities as described above.

If a potential conflict is determined to exist, written plans for eliminating or managing the
conflict will be developed In consultations between the employee, the Office of
Research Compliance Administration, and his/her supervisors (up to and including
deans of academic units as appropriate) and presented to the Vice Chancellor of for
Research and Graduate Studies efthe-appropriate< OR-tor cor snee. For
Category Il through IV Conflicts of Interest, the plan wull also be submltted to the
appropriate division’s Vice Chancellor for informational review. It will then be
presented to the ECU Research Ethics Oversight Committee (see below) for final
approval. An adverse decision of the Committee to a proposed management plan may
be appealed to the Chancellor. The supervisor of the EPA employee will be responsible
for assuring the implementation and/or monitoring of the conflict management plan.

Documentation of all decisions on activities and associated conflict management plans
will be maintained in the employee's personnel folder.

In order to fulfill the certification requirements of grant and contract funding agencies
(e.g., the NIH and NSF), each unit administrator shall also provide annually to the Vice
Chancellor for Research and Graduate Studies a list of all faculty members and EPA
staff in the administrator's unit who have submitted approved current annual disclosure
forms and, where needed, an indication when such approval required development of an
acceptable conflict management plan. This list may be amended as needed during the
year. The Vice Chancellor for Research and Graduate Studies or his designee will use
this information to report any perceived or potential COI to the sponsor or to certify
to potential funding agencies that this Institution has a conflict of interest policy
consistent with NIH and NSF guidelines and that to the best of our knowledge all




provisions of the policy have been followed with respect to proposals submitted to the
agencies by ECU faculty and staff.

If after initial review of any disclosure by the department head, dean, and vice
chancellor, questions remain regarding ethical issues or if disagreement exists between
the EPA employee and the administration regarding the permissibility of activities, or if
the COl management involves more than disclosure and minor oversight, the
situation may be referred to a faculty/administrative advisory committee for review of
conflicts of interest and commitment. This committee, the Research Ethics Oversight
Committee, will be chaired by the Vice Chancellor for Research & Graduate Studies.
Appropriate individuals will be appointed members to the committee by the Vice

Chancellor for Research and Graduate Studies. and-wil-haverepresentativesfronr
e fac chate-as-members: When the committee reviews conflict management

plans a representatlve of unwersrty attorney s office shall be present Ln—adm
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re-committee by the Vice-Chanece of Research & Graduc deies—Decisions by
this committee will be presented to the Chancellor for hIS or her concurrence and, If

approved will become the University's final posmon 4biect-only-to-appealin-accordance
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If the activity at issue involves external support (grant, contract or cooperative
agreement), the vice-chancellorfor+esearch Director of Sponsored Programs shall
inform the sponsor in accordance to Sponsor pollcy and guldellnes of the COI
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Whenever human subjects are involved in an activity presented to the Research-Ethics
Oversight Commitiee University’s Office of Research Compliance Administration
(including approvals of conflict management plans), the University & Medical Center
Institutional Review Board (UMCIRB) will be confidentially notified of the issue and the

Committee’s actions.

- VII. Institutional Conflict of Interest

East Carolina University, from time to time, forms relationships with profit-making entities

(including the holding of equity interests) for mutual benefit. However, such relationships

may put the University into actual or apparent conflict of interest situations when

accepting grants or contracts from the profit making entities for research or other

activities. (See exclusion at the end of this section for certain types of relationships.) To

assure that these grants and contracts are performed with the highest level of integrity

by University employees and to assure that the public maintains it trust in University

activities, the following procedures shall be followed:

1. At the beginning of each calendar year, the Director, Office of Technology Transfer
shall prepare a disclosure listing all profit-making entities in which the University has
a significant financial interest (See-Section+X-4). This disclosure shall be updated
during the year as new relations develop and old ones terminate. This disclosure
and its updates will be submitted to the Vice Chancellor for Research and Graduate




Studies who shall distribute the disclosure to the Chancellor, the other Vice
Chancellors and Deans, and the Research Ethics Oversight Committee. Copies of
the disclosure and updates shall also be distributed to those university administrative
offices charged with approving and administering grants and contracts and other
regulatory committees human-subjectsresearch-protection (for example, Office of
Sponsored Programs, Office of Grants and Contracts Administration and the
UMCIRB).

. Units submitting proposals for external funding to commercial entities may not be
aware of possible institutional conflict of interest issues. Thus, the Office of
Sponsored Programs shall have the primary responsibility of notifying Office of
Research Compliance Administration, Vice Chancellor for Research and Graduate
Studies and the submitting unit of the University’s conflict of interest as part of its
regular procedures for the review and approval of such applications. The Office of
Research Compliance Administration or the Vice Chancellor or his designee shall
then develop a plan to manage the institutional conflict of interest after consultation
with the submitting unit and other relevant university offices. The conflict
management plan shall be submitted to the Research Ethics Oversight Committee
for review. The Committee may approve the plan (with or without mandatory
changes) or disapprove the plan. University acceptance of grants and contracts
related to a management plan is contingent upon approval of the management plan
by the Committee. A negative decision of the Committee may be appealed to the
Chancellor. An institutional conflict management plan may range from a simple
disclosure of the University's interest in publications and reports emanating from the
grant or contract to complete University divestiture of the financial interest. The
institutional conflict of management plan shall be separate from and in addition to
any conflict management plans for conflicts of interests of individuals (e.g., the
principal investigator) involved in the grant or contract.

. When considering an institutional conflict of interest management plan, the Research
Ethics Oversight Committee shall a) include as voting members, one or more
individuals from the general public who have no direct or indirect relationship with the
University, i.e., the individuals and their spouses or other dependents must not be
current employees or students of the University; and b) recuse from the deliberations
of the Committee any ECU member of the Committee who has been involved in the
negotiation, approval, or implementation of the relationship that is the basis of the
actual or perceived conflict of interest. The general public members of the
Committee should be individuals that have sufficient education or experience to
understand both the issues before the Committee and the possible impacts of the
Committee’s decisions on the general public.

. Arrangements for plan implementation and oversight shall explicitly be part of an
institutional conflict management plan. Implementation and oversight will usually be
the joint responsibility of the submitting unit and the Office of the Vice Chancellor for
Research and Graduate Studies. However, other arrangements shall be made for
plan implementation and oversight if, in the judgment of the Research Ethics
Oversight Committee, such arrangements are necessary for the effective
management of the conflict.




Excluded Relationships: A relationship with a profit making organization for the
purposes of this institutional conflict of interest policy shall not include ordinary
iInvestments of the university’s endowment that are managed by the Board of Trustees
of the Endowment Fund or ordinary client-vender relationships where the University
contracts for specific goods or services from a profit-making organization.

VIll. External Professional Activity for Pay Procedures

1. An EPA Employee who plans to engage in external professional activity for
pay shall complete the "Notice of Intent to Engage in External Professional
Activity for Pay" (hereinafter referred to as "Notice of Intent"”) in a format as
described in section 2 of this Part Vill. The Notice of Intent shall be filed
with the head of the department in which the individual is employed. A
separate “Notice of Intent” shall be filed for each such activity in which an
employee proposes to engage. Unless there are exceptional circumstances,
the "Notice of Intent"” shall be filed not less than ten (10) calendar days
before the date the proposed external professional activity for pay is to

begin.

. The Notice of Intent Format: The format for giving notice of Intent should
follow the sample notice form.

NOHGCE-OFINFENTTO ENGAGEIN-EXTERNALPRC * > FOR
PAY







3. Approval of a "Notice of Intent” may be granted for a period not to exceed
the balance of either 1) the fiscal year (in the case of twelve-month
employees and employees with contract service periods that include the
summer session) or 2) the academic year (in the case of nine (9) month
employees with no summer session contract period) remaining as of the
date of approval; if the approved activity will continue beyond the end of the
relevant fiscal or academic year in which it was begun, an additional "Notice

of Intent” must be filed at least ten days before engaging in such activity in
the succeeding relevant year.

. Except as set out in paragraph 5 below, the “Notice of Intent” shall be
considered as follows: If, after a review of the “Notice of Intent" and
consultation with the EPA employee, the unit head determines that the
proposed activity is not consistent with this policy statement of the Board of
Governors and East Carolina University, the EPA Employee shall be notified
of that determination within ten (10) calendar days of the date the "Notice of
Intent” is filed. In the event of such notification by the unit head, the EPA
Employee shall not proceed with the proposed activity but may appeal that
decision to the next higher administrator and then to the Chancellor or the
Chancellor’s designee. A decision on any such appeal shall be given to the
EPA Employee within ten calendar days of the date on which the appeal is
received. The decision of the Chancellor is final. Appeals shall be made in
writing on the "Notice of Intent” form.

. If question 8, question 9a, or question 9b on the Notice of Intent, above, is
answered in the affirmative the procedure set out in paragraph 4 above shall
be modified as follows: The decision of the unit head to approve the activity
shall be reviewed promptly and approved or disapproved within ten (10)
days of receipt by the next higher administrator, and appeal of a disapproval
by that officer shall be to the Chancellor or the Chancellor’s designee. In
addition, the Vice Chancellor for Research and Graduate Studies must
review the external activity for management of any Conflicts of Interest and




of Interest and notify the University and Medical Center Institutional Review
Board if the EPA Employee is participating in a protocol involving human
subjects at ECU to ensure compliance with applicable IRB laws and
regulations.

. Departmental summaries of all "Notices of Intent" filed and of actions taken
in response to such "Notices of Intent” during the preceding fiscal year
shall be submitted by unit heads to the Chancellor each July. As initiated
by the UNC General Administration on or before September 1 of each year,
the Chancellor will provide an annual summary report to the President.

. If the external professional activity for pay is wholly performed and
completed outside of the academic year by EPA employees serving on
academic year contracts, said EPA Employees do not need to file Notices of
Intent with their unit head provided that the activity does not conflict with
this policy statement of East Carolina University and of the Board of
Governors and is not conducted concurrently with a contract service period
for teaching, research, or other services to East Carolina University during a
summer session.

. University employees not complying with these procedures will be subject
to disciplinary action. Unit heads are held responsible for proper reporting.

H IX. Enforcement of the Policies

Faeculty-and-nrontfaculty-EPA Employees staH are under a clear obligation to adhere to
the ECU policies and procedures to disclose and to remove or appropriately manage

conflicts of interest or commitment. Breaches of the policy/procedures will be viewed as
serious ethical violations by the persons involved. Possible breaches of the
policy/procedure include, but are not limited to:

1. Furnishing false, misleading or incomplete information on the disclosure forms;

2. Failure to promptly update disclosure forms before the required annual update when a
significant change in a person's financial or fiduciary status places the individual into an
iImmediate potential conflict of interest or commitment situation;

3. Failure to comply with the procedures described above (e.g., refusal to respond to
Inquiries, responding with incomplete or knowingly inaccurate information, or otherwise);
4. Failure to remedy conflicts as determined by the Procedures; and

5. Failure to comply with a prescribed monitoring plan.

If a possible breach in the policy/procedures occurs, the appropriate dean shall consult
with the faculty person and his chair. If no resolution is forthcoming, the dean shall refer
the case to the appropriate vice chancellor. The vice chancellor shall consult with the
vice chancellor for research and shall initiate an investigation and/or hearing as
prescribed in Faculty Manual, Part VIl and Appendix D and apply sanctions as
determined by university policies. Such sanctions may range from administrative
intervention to dismissal from employment, all in accordance with applicable university
policies.










