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Thomas Bodenheimer, Practicing general
internist, UCSF , 2000

e There is nothing intrinsically wrong with COI; they are
virtually ubiquitous in clinical drug trials because so many
trials are funded by the manufacturer of the product

being studied. (A/&;4E)

e The problem is less COI itself; the problem is that COI
may be a risk factor for (Fi&5k) scientific misconduct.
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Individual Conflict of Interest
in Clinical Research:

e Attending physician charged with clinical care to be in the
best interests of that patient

(Physician vs. Patient)

e Investigator in clinical research, charged (usually under
formal regulations) with conduct that must conform to the
trial protocol and general principles of “good clinical
practice” (GCP) and to be in the best interests of the
subject in the clinical trial.

(Investigator / sponsor vs. Participants)
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Institutional Conflict of Interest (ICOI)
in Clinical Research:

e Any undue influence that is placed on IRB members,
research administrators, coordinators or others involved in
research by senior administrators or influential investigators
to inappropriately deal with a research study or give such a
study favorable treatment contrary to institutional policy or

regulations.
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e Training / Awareness

e Self Compliance

e Professional regulations

e Government regulations

e Disclosures / Action of the Sponsors




Government regulations
e FDA Financial Disclosure Regulation (FDA 3454, 3455)

e Significant equity interest : any equity interest( /< 1) exceeds
$50,000 during the study and for 1 year following completion.

e Significant payments: > $25,000, exclusive of the costs of

conducting studies, during ---and for 1 year following ---.
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The US Physician Payment Sunshine Provision in
Health Care Reform: Deadline 2013

e Sponsors need to post the information (ex: the receiving Pl's
name, address, and national provider identifier; and the value,
date, form and nature of the payment) on a public website,
annually. Payments related to clinical trials --- new products are
allowed a publication delay of 4 years or until product approval, --.

e For each failure to report, fines of up to $10,000 - $150,000 will
be applied, annually. For each knowing failure to report, fines
of up to $100,000 - $1,000,000 will be applied, annually.




Sponsor’s Disclosures / Action :

e Pfizer's disclosures include payments to U.S.
practicing physicians and other health care
professionals for ---, as well as to PI and institutions
for Phase I-1V clinical trials sponsored by Pfizer.

e Pfizer is reporting payments to major institutions for
ongom? clinical trials and to PI and all other entities
s begun on or after July 1, 2009.
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Foreign Corrupt Practices Act 1977 (FCPA)

e In other words, FCPA prohibits corrupt payments
to foreign officials for the purpose of obtaining
or keeping business.
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