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Conflict of Interest:
Part 1 - Elements of
Successful Mitigation

his article explores the elements
necessary to mitigate conflict of
interest and conflict of

commitment concerns. (For the purpose of
this article, “COI” will be used to refer to
conflicts of interest and commitment
collectively, unless otherwise indicated.)
Knowing these key elements will allow for
the development of audit procedures that
ensure an organization is appropriately
addressing such governance issues.  This
article is labeled Part 1, since a sequel will
address an automated solution to effectively
implementing the elements.

There are numerous publications
available regarding how conflicts of interest
and conflicts of commitment might be dealt
with by institutions, especially related to
human subjects’ research.  However,
guidance on addressing conflicts outside the
human subjects’ research arena is not as
available.  In either case, organizations of
any size or complexity must grapple with
the complexities of implementing processes
that effectively capture, review, manage and
address real, potential and perceived
conflicts.

As with effective corporate
compliance, understanding certain key
elements is important to implementing and
addressing conflicts of interest.  For
research entities, these same elements apply
to conflicts of commitment.  Also, like
corporate compliance, there is no one right
way to administer COI because the culture,
governance, opportunities, processes and
people are unique to each organization.

While there are no federal guidelines

By Mark P. Ruppert, CPA, CIA, CISA

that dictate these elements, they are
nonetheless important for the management
and mitigation of COI.  In this regard, the
following eight elements appear crucial to
effective oversight and mitigation of
conflicts of interest (and commitment).

Key Elements:
1. Definition–Does the organization
define COI and is that definition supported
by related regulatory and professional
guidance?
2. Policies–Has the organization
established COI policy and is it
appropriately respective of other related
organizational policies?
3. Participants–Has the organization
defined who must participate in a formal
COI disclosure process?
4. Collection–Has the organization
implemented a collection process that
ensures complete and timely collection of
disclosures?
5. Review and Oversight–Has the
organization implemented a review process
that ensures: a) all disclosures and non-
disclosures are addressed; b) appropriate
parties review disclosures; c) follow-up
occurs; and, d) any necessary actions are
taken?
6. Education and Communication–Has
the organization effectively communicated
its related policies, are disclosures and non-
disclosures communicated with those who
need to know, and are the results of
disclosure review and actions taken
communicated to those who need to know?
7. Leverage–Has the organization

implemented appropriate incentives or
penalties to ensure compliance?
8. Documentation–Does the organization
maintain documentation supporting its
efforts?

What is a conflict of interest or conflict
of commitment and why do they matter?  To
help understand this, look first to regulatory
and professional guidance.  The three
primary regulatory bodies addressing COI
include the Internal Revenue Service (IRS),
the National Institutes of Health (NIH), and
possibly a state government.

IRS Intermediate Sanctions
The primary governing regulations for all
non-profit organizations are the
Intermediate Sanctions established by the
Internal Revenue Service (Internal Revenue
Code IRC 4958). Outside of the human
subjects research arena, the Intermediate
Sanctions are the federal regulatory
requirement that underscore the need for
conflict of interest policies and oversight.
These regulations were discussed by Eileen
Stanisic and Ed Reif in their article entitled,
“Responsibilities and Requirements of
Organizations Exempt from Federal Income
Tax,” in the Fall 2002 issue of New
Perspectives.  Their article addressed the
reasons for enactment of the Intermediate
Sanction and the identification of
individuals termed “disqualified persons.”
Disqualified persons are not necessarily
disqualified by title but instead their
position relative to exercising substantial
influence over the organization.    The
Intermediate Sanctions provisions require
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the disclosure of both actual and potential
conflicts of interest by disqualified persons,
and the complete absence of conflict of
interest by members of the organization’s
authorized body (essentially an
organization’s board).  The Intermediate
Sanctions in IRC 4958 were promulgated
in order to establish an intermediate level
of penalty to avoid having the revocation
of an organization’s 501(c) (3) status as the
only penalty option.  The implications of
identified conflicts of interest include
substantial penalties.

NIH (PHS) 42 CFR Part 50, Subpart F
& NIH 1995 Guide to Objectivity in
Research and Subsequent NIH Guide
Notices
These federal regulations address financial
conflicts of interest and are intended to
promote objectivity in research.  They
include provisions requiring organizations
to have written and implemented processes
for identifying and managing, reducing or
eliminating conflicting financial interests
with respect to NIH funded research
projects.  The requirements also address the
functions of an Institutional Review Board
relative to conflict of interest disclosures
and include the need to disclose conflicting
financial interests to the NIH at the time
funding is sought for each project.  Finally,
the requirements provide examples of how
identified conflicts of interest might be
addressed, including public disclosure,
independent monitoring, divestiture, and the
like.

State Regulations
Individual state regulations may also
include provisions for  an organization’s
obligation to address actual and potential
conflicts of interest.  For example, the
California Corporations Code requires a
director of a corporation to serve in the best
interests of the corporation and addresses
specific types of transactions at odds with
“serving the best interests.”  While there are
no specific provisions for requiring annual
disclosure of directors or “agents” of a
corporation, the California Corporations
Code does reference disclosure as a method
for changing the handling or outcome of
transactions.

Other Regulatory References
Other sources for regulatory requirements

regarding conflict issuesinclude:
 DHHS Draft Interim Guidelines—
January 10, 2001 & DHHS 45 CFR Part 46
Protection of Human Subjects.  Note: From
a Department of Health and Human
Services view, a conflict of interest exists,
according to PHS regulations, when a
designated institutional official(s)
reasonably determines that a Significant
Financial Interest could directly and
significantly affect the design, conduct or
reporting of PHS-funded research.
 GAO—HHS Direction Needed to
Address Financial Conflict of Interest
 The Patent and Trademark Law
Amendments Act (P.L. 96-517 and P.L. 98-
620)—M ore commonly known as the
Bayh-Doyle Act of 1980, and federal patent
and licensing policy regarding “Rights to
Inventions Made by Nonprofit
Organizations and Small Business Firms”
codified as 37 CFR Part 401. These federal
regulations  address conflict of interest
issues and requirements related to patent
and inventions.

Professional Guidance
The majority of professional guidance
available related to healthcare organizations
are directed toward managing conflicts that
may impact the outcome of human subjects
research.  Published documents of
significant pertinence are summarized
below:

 Association of American Medical
Colleges:
 AAMC Notice: OPRR Provides IRB
Guidance on Safety Monitoring, Conflicts
of Interest
 AAMC Guidelines for Dealing With
Faculty Conflicts of Commitment and
Conflicts of Interest in Research
 AAMC Task Force: Policy Guidelines
for Oversight of Individual Financial
Interests in Research
 AAMC Task Force on Financial Conflicts
of Interest in Clinical Research “Protecting
Subjects, Preserving Trust, Promoting
Progress II: Principles and
Recommendations for Oversight of an
Institution’s Financial Interests in Human
Subjects Research”
 Association of American Universities
(AAU) Task Force on Research
Accountability – October 2001

 PhRMA Code on Interactions with
Healthcare Professionals.  This document
addresses the pharmaceutical industries
self-regulation regarding promotion and
marketing of drugs and addresses
relationships between the industry and both
research and non-research physicians.

Note that each of the aforementioned
professional guidance documents could
consume sufficient discussion to warrant
separate articles on each and, therefore,
should be reviewed by those organizations
involved in research.  With this background
in mind, the elements of effective COI
process may be better understood:

1. Definition
Conflict and disclosure issues differ
depending upon many factors, including the
nature of the business transactions and
individuals involved.  This is especially true
in the academic health care arena.  As
previously noted “conflicts” include
conflicts of interest and commitment.
However, conflicts are not limited to
individuals; conflicts may also be
institutional in nature.

Webster’s Dictionary defines conflict
as a “competitive or opposing actions of
incompatibles.” Webster’s defined “conflict
of interest” as “a conflict between the
private interests and the official
responsibilities of a person in a position of
trust.”  While Webster’s defines the term
“commitment” as “an act of committing to
a charge or trust” and “an agreement or
pledge to do something in the future,” no
definition of conflict of commitment is
offered.  However, we can apply the conflict
of interest definition and define “conflict
of commitment” as “a conflict between the
private commitments and the official
responsibilities of a person in a position of
trust.”

Finally, an “institutional conflict” is not
referenced in Webster’s but may be defined
as “a situation that contradicts the mission
or best interests of an organization.”  For
reference purposes, the AAMC’s Task Force
on Financial Conflicts of Interest in Clinical
Research discussed institutional conflicts as
follows: “An institution may have a conflict
of interest in human subjects research
whenever the financial interests of the
institution, or of an institutional official
acting within his or her authority on behalf
of the institution, might affect—or
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reasonably appear to affect—institutional
processes for the conduct, review, or
oversight of human subjects research.”

While these definitions appear
relatively straightforward, practically
speaking, defining events, situations,
transactions, etc. that actually constitutes a
conflict can be difficult, especially, since
corporate and public responsibility refer to
conflicts that are both real and perceived.
Perceived conflicts can be just as damaging
to an organization as a real conflict.

Some questions to consider: At what
level and what time does a gift create a
conflict?  Everyone would likely agree that
a new car could influence someone’s
decision to steer a purchase to a certain
vendor, promote or purchase a certain drug,
or alter research results.  However, would a
$100 bottle of wine create such a conflict?
Clearly, the determination of what
constitutes a conflict is industry and
organization specific.  But, the organization
should be diligent in its management of
COI, real or perceived, if the organization
is going to avoid governmental scrutiny.

2. Policies
It is important to establish a COI policy, but
it’s equally important to ensure that policy
is coordinated with other related policies.
So, unless the COI policy is used as the sole
guide for employees in areas such as gift
acceptance, acceptable entertainment,
acceptance of honoraria, outside activities,
etc., it is better for the COI policy to simply
refer to those policies.

The COI policy itself should, however,
address the following:
 Who must report
 How they must report
 How often must they report
 What they should report
 How reported disclosures are
addressed
 What will happen if they don’t comply
 What documentation must be
maintained

COI Policies should require all
employees to disclose potential conflicts of
interest to their supervisors.  However,
because most employees are not in a
position of influence (see  item 3 regarding
“participants” below), this requirement can
be informal.

COI Policies should require individuals

in positions of influence to formally
disclose COI issues any time such situations
arise and preferably before any actual
conflict occurs.  Additionally, the COI
policy should require such individuals to
formally disclose all potential COI activities
annually in writing.  The remaining six key
elements are primarily focused on those
individuals who must “participate” in the
formal disclosure
process.

3. Participants
Most individuals in an organization will
encounter situations that result in conflicts
between their official organizational
responsibilities and their private interests.
However, the individual’s actual ability to
influence organizational decisions is the
most important factor in assessing the types
of conflicts that must be identified and
either avoided or managed.

Like defining COI, deciding who must
report is equally difficult.  At some point,
cost-benefit decisions must be made
because the greater the number of
individuals required to follow a formal
process, the greater the administration effort
to ensure compliance. In addition, the
conflicts that might be created by a non-
managerial employee in housekeeping are
far less than the COO.  In this regard, an
organization with 50 employees could easily
require positive statements from all its
employees and find the time to review and
address the disclosures.  However, larger
organizations must make more risk-based
decisions on the number and nature of
individuals to include in the formal COI
process.  Thus, close scrutiny of the
regulations, professional guidance and the
make-up of the organization culture and
structure is crucial.

In a hospital, many types of individuals
have a direct affect on organizational
decisions:
 Board members and community
members who serve on board committees
 Senior management (CEO, COO,
senior and vice presidents)
 Management (director and manager-
level employees)
 Other employees (key individuals in
“buyer” positions)
 Medical staff/physicians
 Contractual employees (especially
those in “director” roles)

 Contractual physicians
 Principal investigators in research
 Faculty members in academic settings

As an example of how a large academic
medical center addressed participant
considerations, Cedars-Sinai Health System
focused its attention on those persons
deemed to meet the “disqualified person”
definition established by the Intermediate
Sanctions.  This meant that all Board of
Directors and Board Committee members,
the executive leadership team and all
director level personnel were included as
participants.  Many other specialty-type
positions were considered including, for
example, “buyers” in the purchasing
department.  For logistical reasons “buyer”
types not at the director or higher level were
excluded because they are under the
supervision of a director, are governed by
existing policies and are not easy to identify
in all cases (e.g., while buyers in the
purchasing department hold the title of
“buyer,” individuals in pharmacy,
information systems and other areas serve
a “buyer” role but have no distinguishable
title. These individuals are under the
responsibility of a director).    Additionally,
as an academic research facility and in order
to manage the organization’s obligations to
NIH and other research-related regulations,
Cedars-Sinai includes all faculty, principle
investigators, “contracted” physicians and
certain medical staff in its COI process.  In
total, more than 1,000 disclosure forms are
collected annually.

4. Collection
Once it is determined who should complete
disclosure statements, one must ensure 100
percent completion in a timely manner.  One
way to do this effectively is to establish
parameters and schedules that ensure
everyone is identified and included in the
distribution. Cedars-Sinai established filing
periods that correspond to related
organizational cycles:
 First, since the Board of Directors and
Board Committee members are updated
annually on a calendar-year basis, a January
through March collection cycle is used so
conflict issues can be dealt with near the
start of their terms.  Board lists and mailings
are used to distribute and collect these
disclosures manually.  However, all
information is scanned into a database so
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the review can be handled and documented
electronically.
 Second, since all others have crucial
events, including incentives, tied to the June
30 fiscal year end, a filing period from April
through June is used for them. The human
resources, research, contract physician,
other source databases and the corporate e-
mail address book are queried to identify
and populate a database with required
participant information.  This ensures
everyone is captured as of a specific date.
For individuals coming on board after that
date, their original hiring conflict disclosure
information is used and they are picked up
in the next annual COI review cycle.

Before addressing compliance with
conflict of interest requirements for an
organization, auditors should identify the
various areas that may be collecting conflict
disclosures.  If there already is a centralized
process, the organization is in good shape.
However, auditors should verify this fact
because they may think the organization has
a centralized process only to learn later that
the process is decentralized.  Issues with
decentralization include the inability to
effectively review and manage disclosures,
and increased annoyance on the part of
those completing disclosure forms if they
feel they are completing disclosures more
than once.  Review and management is
hampered since disclosures may differ from
one submitted form to the next resulting in
all disclosures not being properly reviewed.

An effective collection process should:
 Ensure completion by all individuals
required to do so.
 Ensure all disclosures required are made
and completed in the same time period.
 Ensure timely turn around to allow for
effective management and turnover.

5. Review and Oversight
To be effective, review must be taken
seriously and the review process and team
should be multidisciplinary.  A
multidisciplinary approach might include
key compliance, ethics, legal and medical
personnel to ensure that those with
appropriate institutional knowledge and
understanding of the industry have input on
the disclosures reviewed.  The chief audit
executive should also be a part of this team
or at least be involved in the meetings since
a significant level of risk exposure is
involved and organizational insight flows

from the review discussions.
Review and oversight should address:

 Disclosures and non-disclosures:
appropriate parties review disclosures
 Follow-up on non-disclosure and
incomplete disclosures
 Decisions regarding the nature of any
conflict related to the disclosure
 Identification of any action to be taken
(e.g., procedures, etc. to be implemented to
“manage” a disclosure or action to be taken
to eliminate the conflict such as
discontinuance of the activity or separation
from the organization
 Follow-up on implementation of the
identified action
 Documentation of the review and
actions taken
6. Education and Communication
Education and communication go hand in
hand and include:
 Educating the organization about the
COI and related policies
 Educating participants in the process
about expectations relevant to full
compliance, including how and what to
disclose
 Communicating disclosure information
to those within the organization who need
to know
 Communicating decisions regarding
disclosures to those who need to know

7. Leverage
Ensuring formal disclosures are made by
everyone who must disclose is crucial to
ensuring compliance, and this can be
especially difficult for volunteer board
members and private physicians.  Leverage
may include both positive and negative
measures to ensure all required participants
complete disclosures.  Considerations
include impact on base and incentive
compensation, and disciplinary action.  Like
overall compliance, it may be necessary to
include specific language in position
descriptions, contracts, and the like.

8. Documentation
Sufficient documentation of the COI
process should be maintained and kept
confidential and should minimally include:
 Original and updated disclosures
 Evidence of review
 Evidence of actions taken

There are no consistent requirements

regarding record retention, although each
state’s law may include related time frames
or expectations. Because of the nature of
conflict issues, conflict documentation
should be maintained for considerable
periods of time and for several years beyond
the individual’s separation from the
organization.

Conclusion
Conflicts of interest and commitment can
result in significant individual and
organizational consequences.  Auditors can
help their organizations better address real
and perceived conflicts by reviewing and
understanding applicable regulations and
professional guidance and by determining
if these elements are addressed as part of
the organization’s conflict of interest
administration.   
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