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ciple investigator really the prin-
ciple investigator? Who owns the
data? Is the statistician analyzing
data independent of the sponsor?
Who is the true author? Can any
investigator who is paid substan-
tially or on a retainer be truly
objective in analyzing the data?”

The Association of American
Medical Colleges and the
Association of American
Universities have recently released
new guidelines calling on medical

schools and major research univer-
sities to develop and implement
more stringent institutional finan-
cial conflicts of interest (COI) poli-
cies within the next 2 years, and to
refine standards for addressing
individual financial COI. This may
result, said Dr. Weinstein, in a
more effective firewall between
industry on the one hand and
education and research on the
other.

What’s next?
Howard J. Young, JD, a partner in
the firm of Sonnenshein Nath and
Rosenthal LLP, pointed out that
most orthopaedic surgeons do not
have consulting relationships with
industry. He warned, however, that
because whistle-blower suits are
sealed when they are filed, more
federal investigations—and
possible indictments—may be
forthcoming. He advised the 
audience to also be aware of the

legal climate in their states, noting
that some states attorneys general
may look to prosecutions under
the False Claims or Anti-Kickback
Acts to make a name for 
themselves. NOW
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“There is a problem”
The scenarios Mr. Morris outlined
in OIG’s three areas of enforce-
ment—criminal, civil, and adminis-
trative—were not pretty. For
example, under the antikickback
statute (criminal enforcement), any
payments from a manufacturer
that might be construed as induce-
ment for a physician to recom-
mend an item or service are
suspect. Penalties can be severe,
including jail and criminal fines, as
well as exclusion from all govern-
ment programs.

Under the False Claims Act, he
noted, it’s illegal to submit a claim
or statement to Medicare or
Medicaid knowing that it’s false or
fraudulent. In addition, the govern-
ment doesn’t need to prove specific
intent to defraud. “Recklessness
equals liability,” he said.

Penalties under the False Claims
Act include payments of up to
three times the government’s
outlay for the investigation, plus a
$5,500 to $11,000 per claim
penalty. If the case was initiated by
a whistle-blower, that individual
gets 30 percent of the total penalty
payments—a substantial sum in
many cases. “Whistle-blowers may
themselves have dirty hands,” said
Mr. Morris, “but that won’t
prevent them from getting a hand-
some reward.”

The administrative version of
the False Claims Act is the Civil
Monetary Penalties Act, under
which penalties are even more
onerous, amounting to three times
the amount claimed, plus up to
$10,000 per item or service. If
kickbacks are involved, an addi-
tional penalty equal to three
times the amount of the kickback,

plus $50,000, may be assessed.
Members of the audience may

have felt caught in a vortex as
Mr. Morris explained that under
the Civil Monetary Penalties aspect
of the False Claims Act, cases are
not heard by a jury but by an
administrative judge who is an
employee of the HHS. Hearsay is
admissible, and a conviction isn’t
needed to exclude the individual
from participating in any govern-
ment programs, not just Medicare
and Medicaid.

Under the proposed Physician
Payments Sunshine Act (S. 2029),
manufacturers of pharmaceutical
drugs, medical devices, and
biologics would be required to
disclose the amount of money they
give to doctors through payments,
gifts, honoraria, travel, and other
means. The name of the physician,
the nature of the payment or
economic benefit, and the basis for
the payment would be part of an
annual report to HHS and would
be published on the Internet. The
law would apply to all manufac-
turers with $100 million or more
in annual gross revenues.

Risk areas
Mr. Morris identified the following
five risk areas for physicians: gifts
and gratuities, educational
funding, research funding, royalty
agreements, and consulting
contracts. “Wining and dining”
physicians and their guests or staff
could be very problematic because
these activities could be seen as
influencing medical decision
making (Fig. 1). Patient percep-
tions of the influence of these
activities vary greatly from physi-
cian perceptions.

Research and education funding
by industry may have legitimate
benefits, but several problems also
exist. In no way should this
funding be dependent on referrals,
and manufacturers should have no
control over content. Royalty and
consulting contracts should be
based on the fair market value of
the physician’s actual and mean-
ingful contribution. Documentation
of physician work effort is key to
upholding these agreements.

You can be proactive
Mr. Morris encouraged audience
members to be proactive if they
identify a problem. “Come to us
and we can work together to
resolve the situation collabora-
tively and fairly,” he urged. “You
will have to return any payments
made to you, and you will have to
pay a penalty, but the final costs
will be much lower than if you
don’t self-disclose.”

He also outlined the following
five steps that physicians could
follow to minimize their legal risk:
• Adhere to professional guide-

lines, such as the AAOS
Standards of Professionalism on
Orthopaedist-Industry Conflicts
of Interest.

• Establish a compliance program
for your practice.

• Use the “Fair Market Value”
test to judge whether payments
are excessive.

• Use the “Washington Post”
test—if you wouldn’t want the
arrangement to appear in your
local paper, don’t do it.

• “If it seems too good to be true,
it probably is.”
“What you do in caring for

patients is remarkable and essen-
tial,” said Mr. Morris. “The chal-
lenge is managing the conflict of
interest that might exist.”

On that point, at least, there
was unanimous agreement. NOW

Fig. 1  A comparison of physicians’ and patients’ attitudes toward pharmaceu-
tical industry gifts
Reproduced with permission from Gibbons RV, Landry FJ, Blouch DL, et al: A Comparison of Physicians’ and
Patients’ Attitudes Toward Pharmaceutical Industry Gifts. J Gen Int Med 1998;13:151.
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