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Purpose

What is the purpose of Financial Conflict of Interest
(FCOI) policies and regulations?

* The FCOI regulation are designed to promote the
objectivity in research

* It means that there are established standards
that provide a reasonable expectation that the
design, conduct or reporting of research are free
from bias resulting from Investigator financial
conflicts of interest

Office of the Vice Provost for Research

Academia-Industry Interaction

Generally
e Universities are focused in basic research

— Most governments fund basic research

* |Industry is focused on production and
manufacturing

e “Development” is an area of common interest
and opportunity for collaboration

Office of the Vice Provost for Research




Academia-Industry Interaction

Interaction between Academia and Industry is
common and benefits both by allowing:

e transfer of knowledge from universities to
industry- society benefits

e Creation of joint knowledge by university and
industry researchers- increased knowledge
base

e Formation of a new company by university-
economic development

Office of the Vice Provost for Research

Harvard’s Position on Outside Activity

From Harvard University Policy:
e Faculty members’ collaboration with outside
organizations and communities:

— Furthers Harvard’s mission of societal service and also
benefits the University.

— Promote intellectual exchange,

— Enhance professional development

— Spawn further discovery, and

— Augment and renew the vitality of the University.

e Accordingly, Harvard encourages its faculty to
engage with the world through outside pursuits.

Office of the Vice Provost for Research




Technology Transfer

* Technology transfer activities are likely to result in financial conflicts of
interest.

— Licensed technology can generate revenue stream generated that can be influenced,
positively or negatively, by the results of continuing research on that technology.

— When inventors, company founders, stockholders or others who stand to benefit from
the technology’s commercial success are also involved in University research on the
technology, a conflict of interest exists

* The inventors’ relationships with licensee companies should be made
known to:

— their immediate supervisors,

— the members of their research group,

— to any co-investigators participating in research involving the licensed technology, and

— to the scientific community through disclosure of personal interests in any presentations
or publications of research involving the licensed technology

— to study subjects where human subjects research is involved
* Where a licensee company sponsors University research through contract
or subcontract, investigators must be aware of the potential appearance of
preferential treatment of the company and ensure that all costs are
assigned correctly

0; {60
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Technology Transfer

Harvard University Statement

* Since the University is increasingly licensing inventions and other technology
to for-profit companies and is receiving income from this activity, it must
pay careful attention to and resolve potential conflicts of interest that may
arise

* Individuals serving the University are expected to accord the University their
primary professional loyalty, and to arrange outside obligations, financial
interests, and activities so as not to conflict with this overriding commitment

* ltis recognized that faculty members, students and employees of the
University often have a Close Financial Interest in these emerging companies
and that the resulting potential for conflicts of interest requires careful
management.

* The appropriate course of action in a particular case is determined through
fair and thoughtful consideration of a variety of factors, including the reason
for the proposed transaction, the nature of the invention, the market for the
technology being licensed, the nature of a given individual’s interest in and
involvement with the licensee company, and the relation of that individual’s
future University research to the interests of the licensee company

08; oo
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Harvard’s Policy

e Harvard enjoys the trust of many constituencies — students
and trainees, faculty members, alumni, governments,
businesses, a global community of scholars, and the
general public.

e At root, their trust rests upon Harvard’s reputation for
objective and independent scholarship.

e Itis therefore appropriate that the University ensure that
members of its community do not engage in behaviors that
risk compromising the University’s reputation and integrity.

e The policy put forth here establishes a University-wide
system for identifying, evaluating, and managing financial
conflicts of interest.

Vel
m Office of the Vice Provost for Research

Introduction

Financial Conflict of Interest
“Integrity in all scholarship is a foundational

principle that underlies Harvard’s core mission
to discover, transmit and apply new knowledge
for the benefit of society”.

Ve[l
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Policy

Harvard Policy establishes:
e Definitions

* Scope

e Governing Principles

e Operating Principles

e Disclosure requirements

e Review and management of significant conflicts
of interest

* Sanctions
e University Oversight

Office of the Vice Provost for Research

Conflicts of Interest Policy

University Policy:

Is based on Four (4) Governing Principles and sixteen (16) Operating
Principles

Establishes a University-wide system for identifying, evaluating, and
managing financial conflicts of interest

Schools can modify to be stricter, all changes have to be approved by
the University-wide Committee on Financial Conflicts of Interest.

Policy augmented to follow the federal policy for NIH funded research

All faculty and “Family member” (means spouse and dependent
children)

Key personnel (e.g. involved in the design, conduct and analysis of
data) on federal awards

Senior Officials also have to disclose annually
Policy requires disclosure at the start and annually

Office of the Vice Provost for Research




Conflicts of Interest Policy

University Policy:

e Defines significant interest, special role of students,

e All disclosures are reviewed and if necessary a
management plan is put in place

e Management includes elimination, reduction, or
developing a management plan.

e The Office of the Provost, in consultation with the
University Committee on Financial Conflicts of Interest,
and with the Office of General Counsel as appropriate,
shall be responsible for overseeing the University-wide
implementation of this policy and assuring ongoing
compliance with its terms

0; {60

ml: Office of the Vice Provost for Research

Governing Principles

The Policy is based on the following Governing Principles:

1. Society grants special privileges to universities and with these
privileges come special responsibilities and standards of conduct.

2. Societal trust in the University depends upon the independence,
integrity, and transparency of the University’s endeavors

3. The University’s missions as well as the public interest are served by
responsible interactions between faculty members and others;
including government, business, and other organizations and
individuals.

4. Independent inquiry and the publication of scholarly findings are
vital to the integrity and objectivity of research

08; oo
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Operating Principles

The sixteen (16) operating principles address six major
categories and are grouped to address the following:

Avoidance of financially conflicting interests
Compliance with laws

Free inquiry and intellectual exchange
Instruction and advising of students
Supervisory responsibility

Use of University resources

o ke wnNeE
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Management Process

Review Update
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Disclose

* Faculty members and investigators are required to disclose
their and their family members’ significant financial interests
in any related outside entity

— Initial Disclosure

— Annual

* “Related outside entity” means an entity in which a person
has a significant financial interest that may, or may reasonably
appear to an outside observer, to influence the discharge of
teaching, research, or other University-related responsibilities

* Disclosures are confidential and only released to officials who
need access to review and/or manage and conflicts

Office of the Vice Provost for Research

Review

All disclosures are reviewed; if:
* Negative disclosure - No action

e Positive disclosure- Start Review
— Create a case file with records

Office of the Vice Provost for Research




Review

* The review and disposition of instances of financial conflicts

of interest is an exercise assessment and management of
risks:

— To scholarly integrity

— To the well-being of human research participants or animal
subjects

— To educational obligations to students and trainees, and
— To individual and institutional reputation.
e The assessment is:
— Fact-driven, case-specific,
— Context-sensitive

— Based on the principles of the University’s Financial Conflict of
Interest Policy

— Applicable laws and regulations.

0; {60
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Review
e The circumstances to be considered are:

— The nature of the academic activity,

— The magnitude of the financial interest and the degree to which
it is related to the academic activity

— The extent to which the academic activity could be directly and
substantially affected by the financial interest and vice versa,

— The likelihood and severity of potential harm to involved
individuals and to the University, and

* The consequences of prohibiting or limiting the
conflicted faculty member’s participation in the activity.




Manage

Depending on the scope of the conflict and the
risks it is:

* Managed by developing a management plan
* Reduced to a level that is acceptable

e Eliminated

All management plans are signed by the
conflicted faculty members and kept on record

Office of the Vice Provost for Research

Management Plan

* Managing the conflict means:
e A conflicted academic activity may go forward

* There is a credible plan to manage the conflict in a way
that acceptably minimizes the associated risks

e Examples of plan:
— Modification of the research plan
— A change of personnel or personnel responsibilities

— Disqualification of personnel from participation in all or a
portion of the activity

— Notification of students, colleagues, patients, etc.
— Monitoring of research by independent reviewers

Office of the Vice Provost for Research




Reduction of Conflict

It may be necessary for a the faculty member to
reduce the financial interest to a level that is
acceptable for the academic activity

Examples:

e Sale of equity

e Placing equity in a blind trust
e Reducing consulting fees

e Limiting the role of conflicted faculty in thr
research project

03 oy
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Elimination of Conflict

There are times when conflict is significant
enough that has to be laminated

Examples:

e Requiring that the faculty member to divest
the conflicting financial interest

e Resigning from the board of directors of a
company

e Refrain from participating in the conflicted
academic activity
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Update

e All faculty are required to report changes to
their financial interests

e Annually the must submit a new declaration

 New declaration are reviewed and if
necessary changes to the management plans
are developed

Public Disclosure

Faculty members may be required by their schools to make
other public disclosures concerning their financial interests, to:

e All participating investigators and appropriate members of
the laboratory or research group, students, and trainees

e Prospective students, trainees, and new faculty before such
individuals make a decision to join the laboratory or research
team

e Funders and sponsors of the research

e Human research participants, as determined by an
Institutional Review Board

e State and federal officials, as required by statute or regulation

e Other parties as deemed appropriate in the circumstances
(e.g., advisees, students, general public)

e In their publication




Summary
e Having a conflict of interest is not bad

e Disclosure of potential interests is
important to manage any real and
perceived conflict

* Most conflicts can be managed

e Public disclosure helps eliminate or reduce
perceptions
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