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Institute of Medicine, Conflict of Interest in Medical
Research, Education, and Practice 46 (2009)

@ A conflict of interest is a set of circumstances that creates a risk that professional
judgment or actions regarding a primary interest will be unduly influenced by a
secondary interest. -

The primary interest that conflict of interest policies seek to protect varies
according to the purpose of a professional activity. Primary interests include
promoting and protecting the integrity of research, the welfare of patients, and the
quality of medical education.
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Declaration of Helsinki, 2000

B. Basic principles for all medical research

13. The design and performance of each experimental procedure involving human
subjects should be clearly formulated in an experimental protocol. This protocol
should be submitted for consideration, comment, guidance, and where
appropriate, approval to a specially appointed ethical review committee, which
must be independent of the investigator, the sponsor or any other kind of undue
influence. **% The committee has the right to monitor ongoing trials. The
researcher has the obligation to provide monitoring information to the committee,
especially any serious adverse events. The researcher should also submit to the

committee, for review, information regarding funding, sponsors, institutional

affiliations, other potential conflicts of interest and incentives for subjects.
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Declaration of Helsinki, 2000

B. Basic principles for all medical research

22. In any research on human beings, each potential subject must be adequately
informed of the aims, methods, sources of funding, any possible conflicts of
interest, institutional affiliations of the researcher, the anticipated benefits and
potential risks of the study and the discomfort it may entail. The subject should
be informed of the right to abstain from participation in the study or to withdraw
consent to participate at any time without reprisal. After ensuring that the
subject has understood the information, the physician should then obtain the
subject’ s freely—given informed consent, preferably in writing. If the consent
cannot be obtained in writing, the non—written consent must be formally
documented and witnhessed.
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1. Template for Analyzing Cases Involving Potential Conflicts of Interest in Human
Subjects Research

This short—form analysis template encapsulates the major elements required for a
thorough and effective analysis of financial conflict of interest (COI) situations. It
outlines the steps that lead from the initial assessment of the fact pattern, to a risk
benefit analysis and finally to a review of options for resolution or management. [E£§/)
COMKEEDEMM N DO BRFELRERFIWNOI-ToIL—, EERKRDFFE, RS
RRT4yba i, RE-BEEICHATHEZRNBEDODREF DR ERBZHREL TS, ]

I. Description of Research. Conflict of Interest Committee (Committee) members should
have a description of the proposed research with sufficient detail so that they
understand where points of conflict might arise. The description could be provided in the
form of a case report with supporting documents, including the research protocol and
related protocols if appropriate; agreements between key personnel and external entities;
information about patents, licenses, and royalties, and other factors that may aggravate
possible conflicts in the research project. For example, the description should indicate
whether the research includes human subjects and how the subjects are treated by the
protocol; e.g., whether the procedure involves blood draw or tissue sample, major surgical
procedure, or taking a drug with few side effects for a new use.
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COIRR I A M——D T TTL—b
(AAMC-AAU 43-448)

II. Description of External Interests. Committee members should have a description of
the external interests held by the individual, whether financial or other, to clarify the
extent to which the individual with a financial interest is conflicted.

Information could include, for example:

a. The nature of the external company or other entity and its relationship to the
research: e.g., whether the company is a proposed sponsor of the research project,
a vendor of equipment, supplies, or services for the research.

b. The role in the research project of the individual with the interest: whether he or
she is a principal investigator, collaborator, spouse of investigator, or author to
determine the key personnel in the project.

c. The role in the external company or other entity of the individual with the interest:
e.g., whether he or she provides services as a consultant, officer, scientific board
member or chair, including the amount of compensation to be paid for the services.

d. The role in the university of the individual with the interest: e.g., whether they are a
faculty member, department chair, graduate student or fellow, administrator, or
research staff member.

19 38




COINRIU A — T TV TL—b
(AAMC-AAU 43-448H)
1L SV ERFI 25 D 57 BA
COIZELFZHITRLT, ERMLERBENETIEDHEROEEFALNIZT S0
2, £BHELOTHEINENEMHT, ZOEONBR IOV TOHENSZ LN
T HIEESELN,
f-Ez1E, TROLSHEBRIBFOND,
a. NEBDEHEDHRLEAELDER—T-Lx1E, UHLHIPHAEHEORRY
H—DFETHID, HEDHDESE, EH, BEOREETHEINESD,
b. FIBEHTHENDHAEHEICHITHEE—StEIZH T EF—/—VoEHERd
3-8, TOEE, TEHRE, HEREE BREOEREE, ZETHLH.
c. MBEETHEDNBELHZICHETREE—F-L2(E, ZOFEIZIAVHFILEVE,
BE HPRESFE-FEREBOTLSEDL, BLUZOHBNZE.,
d FIBERTEEDKZICBHFLEE—1-L2(E, ZOEE, %A, $HE-HE
BE KERETEEIIO0O—, SEBE HEIZYITHI.

39

COIR AR AU T TL—k
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III. Relation of External Interests to Research and Identification of Potential Conflicts.
Based on the facts provided under I and II, Committee members should determine how
the external interest of an individual relates to the person’s research and whether a
specific conflict of interest exists either under institutional policies or under state or

federal regulations or guidelines.
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IV. Risk—Benefit Analysis. If a conflict of interest is identified, the Committee should proceed to perform

a risk—benefit analysis to determine whether the conflict of interest should be managed, reduced, or
eliminated. Examples of areas for potential risks and possible benefits include:

a. Risks to the human subject recruited to or participating in the research: the analysis should
determine the extent to which the conflict could increase or add risk to the human subject,
depending on how the conflicted individual recruits and treats subjects under the protocol.

b. Risks for bias of the data by the conflicted individual: the issue for analysis is the extent to which
the conflicted individual could compromise the integrity of the data.

c. Risks for the appearance of a conflict of interest: determination of the risk from the appearance of

a financial conflict of interest is important regardless of whether an actual conflict exists or is
managed.

d. Risks to the reputations of the conflicted individual and the institution: it is important to consider
the extent to which the reputations of the conflicted individual or institution could be damaged,
even if the conflict is managed.

e. Benefits to medicine, science, and public health that could accrue if the research is allowed to be
conducted as planned. Altemately, benefits might be lost if the research is not permitted to go
forward: the issue for analysis is the extent to which the benefit outweighs the associated risks if
the research is allowed to proceed.
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V. Reduction of Elimination of the Conflict. The Committee should determine whether
the conflicted individual can participate in the research without further action. If not, the
Committee should determine whether the conflict might be reduced or eliminated to
allow the research to go forward. Methods could include:

a. Divestiture of the external interest;

b. Divestiture of the management of external interests;
c. Refusal of any external compensation; or

d. Reduction in the amount of external compensation.

VI. Rebuttable Presumption and Compelling Circumstances. In cases where the
conflicted individual does not wish to change the extent of his or her external services
or level of compensation, there is a presumption that the conflicted individual should not
conduct the human subjects research. This presumption is rebuttable, if the Committee
determines that compelling circumstances justify the participation by the conflicted

researcher in the research under specified conditions.
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VII. Management of the Conflict. If it is determined that, due to compelling
circumstances, the participation of a conflicted individual can be justified, an effective
conflict management plan must be designed by the institution and agreed to by the
conflicted person. Depending on the facts of the case, the following are some of the
elements of a management plan that could be appropriate:
a. Sufficient disclosure of the conflict to other participants on the research team,
human research subjects, the academic supervisor, and peers and the public in all
forms of presentation and publication;

Steps to ensure integrity of the data;

Steps to protect human research subjects;

Steps to protect students, trainees, and others under supervision;
Steps to address conflicted administrators and supervisors.

o o 0 U
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