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V. Definitions and Comments

A. Definition of Terms

1. Membets

31
A member”" includes any person who:

a. Possesses a full-time, part-time, or voluntary appointment (including a fellowship position)
on the faculty of the Joan and Sanford I. Weill Medical College and Graduate School of
Medical Sciences of Cornell University (collectively “Cornell’);,

b. Is on the staff of an affiliate institution and holds a Cornell appointment;
c. Is a full-time or part-time employee on the academic or non-academic staff of Cornell,

d. Is engaged in research or other activity utilizing resources or facilities’® of Cornell, or any
of their respective joint programs.

The family of a member includes his or her spouse, dependent children, and any other immediate family
member (e.g., sibling, parent, adult child, or any other blood relative if the latter resides in the same
household) whose financial holdings are known to the member. This includes de facto spouses.

Cornell includes all units operated by Cornell University.
2. Entities

An entity includes, but is not limited to, the following: a for-profit business, a not-for-profit organization, a
governmental agency.

An affiliated clinical care entity means any entity organized to provide medical and health care, including
patient consultations that has a formal affiliation agreement with Cornell.

An associated entity of a member means any trust, organization, or enterprise other than Cornell, or any
affiliated clinical care entity, over which the member, alone or together with the member’s family, exercises a
significant financial interest.

Activities of an entity include both direct activities and financial interest in the activities of other businesses.

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,
including, but not limited to, for-profit organizations. It does not include mutual funds over which the member
has no control, or any governmental committee, community, political, academic, charitable, religious, social,
professional nonprofit organization, or the private practice of voluntary clinical faculty members.

Terms defined in Chapters II, III and V are printed in italics for convenience.

Resources or facilities do not include the member’s office, office equipment and incidental supplies (e.g., personal computers and local telephone
service), libraries, and commonly available services (e.g., copying, facsimile, long-distance telephone service for which the member reimburses
Cornell, or infrequent secretarial support).
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3. Nature of Involvement
Financial interest is an interest in a business consisting of:

a. An equity interest, including any stock, stock option, other investment, or similar
ownership interest in such business, but not including any interest arising solely by reason of
investment in such business by a mutual, pension, or other institutional investment fund over
which the member does not exercise control.

b. Receipt of or the right or expectation to receive any income from such business. The
income can be in any form, including but not limited to consulting fees, salary, allowance,
forbearance, forgiveness, interest in real or personal property, dividend, royalty derived from
the licensing of technology, rent, capital gain, real or personal property.

Significant financial interest is used as defined by Federal regulations™.

Executive position refers to any salaried position, which includes responsibilities for a material segment of the
operation or management of a business.

Received funds include loans, gifts, royalties, consulting fees, and other earned income. It does not include
royalties from publications, unearned income, travel reimbursements, and grants, contracts, or any other sum
that the member or the member’s family receives through Cornell, no matter what the original source.

Contract does not include the member’s or any family member’s employment contract with Cornell.

4. Miscellaneous Definitions

Clinical research means any research needing approval by the Institutional Review Board (IRB). Thus,
clinical research includes all procedures involving human subjects or the use of samples from human subjects
for the development of diagnostic tests or therapeutic agents, or to expand biological knowledge. It includes
clinical drug or device trials. It does not include a member’s participation in the design of a clinical study for
which he/she is subsequently neither a participant nor an author.

Sponsored research means research, training, and instructional projects supported in whole or in part by
funds, materials, equipment, or compensation, including gifts, from sources outside Cornell.

Technology means any methodology, information, compound, drug, device, diagnostic, medical or surgical
procedure.

Intellectual property includes organized information, ideas, fabrication methods, devices, or substances that
are patented, copyrighted, or have that potential, and that are partially or fully owned by Cornell. It does not
include any intellectual property for which the member holds a license from Cornell Research Foundation
(CRF) or which is in the public domain.

To participate in research 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, teacher, or student.
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 (i.e., exercising no control over its collection or analysis). In
addition, in the case of clinical research, the term is not intended to apply to the research subjects, unless they
are in a position to influence the study’s results or have privileged information regarding the outcome.

33
See Chapter III of this booklet.

35



B. Comments

1. Disclosure

Many potential conflicts can be resolved by disclosure. Full disclosure of the circumstances surrounding a
real or potential conflict situation must therefore be submitted prior to making the commitment or initiating
the activity, which poses the possible conflict. In addition, regular disclosure of all activities is a central
element of the Cornell Conflicts Policy.

All faculty participating in sponsored programs are expected to disclose in publications and presentations any
real or apparent conflict of interest related to the content of the publication or presentation.

2. Categories of Activities

Activities that cannot be undertaken without the agproval of the member’s department chairperson or program
chairperson and the Dean of the Medical College™:

a. Research, teaching, and patient care:

A member may not participate in research, including clinical research on a technology owned by, or
contractually obligated® to, a business in which the member, a member of the member’s family, or an
associated entity has a significant financial interest other than royalties and/or licensing fees under
institutional agreements.

A member may not receive support from any source to conduct research for a business in which the
member, a member of the member’s family, or an associated entity has a significant financial interest.

A member may not assign students, post-doctoral fellows, or other trainees to projects sponsored by a
business in which the member, a member of the member’s family, or an associated entity has a
significant financial interest.

A member may not participate in teaching or patient care activities involving a technology developed
or owned by a business in which the member, a member of the member’s family, or an associated
entity has a significant financial interest.

b. External activities:

Committee participation: A member serving on a committee of the Food and Drug Administration
(FDA), other governmental or non-governmental agency, or private insurer may not participate,
without prior disclosure to and with the expressed consent of the “agency,” in deliberations or
recommendations by such a committee on a technology that is owned by or contractually obligated to
a business in which the member, a member of the member’s family, or an associated entity has a
significant financial interest.

A full-time member may not assume an executive position in a for-profit business engaged in
commercial or research activities of a biomedical nature.

A member may not make clinical referrals to a business in which the member, a member of the
member’s family, or an associated entity has a significant financial interest.

A member may not possess a significant financial interest in a business, which competes with the
services provided by Cornell, or any affiliated clinical care entity.

c. Administrative responsibilities:

In certain circumstances, approval of an outside agency or public disclosure may be required.

By license or exercise of an option to license.
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A member may not take administrative action within Cornell or any affiliated clinical care entity,
which is beneficial to a business in which the member, a member of the member’s family, or an
associated entity has a significant financial interest.

A member may not participate in or otherwise influence the selection by Cornell of a contractor,
vendor, or supplier of goods or services in which the member, a member of the member’s family, or
an associated entity has a significant financial interest.

A member may not participate in, or otherwise influence, any Cornell transaction to buy, sell, lease,
or license real or intellectual property in which the member, a member of the member’s family, or an
associated entity has a significant financial interest.

Allowable activities, which must be disclosed to the member’s department chairperson:
a. Board memberships:

A member may, after disclosure, serve on the board of directors or scientific advisory board of a
business, provided that the member, a member of the member’s family, or an associated entity does
not receive sponsored research support from that business.

b. Activities conducted pursuant to consulting agreements or while on sabbatical or other leave:

A member may, with prior disclosure, engage in consulting for commercial organizations as long as
such consulting is consistent with any applicable Cornell guidelines or policies governing consulting.

This Policy is not intended to limit the rights of members to conduct research at other institutions while on
sabbatical or other leave from Cornell. Such activities should, however, be disclosed in advance to the
member’s department chairperson and are subject to any guidelines governing such research that Cornell and
affiliated clinical care entities may have in place.
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