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Trust lies at the center of the physician-patient
relationship. But this core value of the medical
profession has been compromised by the
pervasive influence of drug companies and
medical device manufacturers.

Americans consistently rank physicians as among the most trusted pro-
fessionals.! Much of that trust is well earned and arises, in part, from the
public perception that a doctor’s judgment is free of corrupting financial
influences. But that confidence has been increasingly compromised by
financial incentives that pharmaceutical and medical device companies
have given to physicians. Ask doctors whether they are influenced by
gifts and payments and they will say that their professional judgment
cannot be bought. Ask drug and device sales reps the same question and
they will say that even small amounts of money paid to doctors produce
significant “returns on investment.”

Industry payments to physicians have become a central allegation
in many different types of litigation, including qui tam whistleblower
actions, products liability suits, securities litigation, RICO actions, and
personal injury cases. When a case presents financial ties between a phy-
sician and a drug or device company, the plaintiff lawyer must show the
judge and jurors that doctors may respond to financial inducements

in ways that do not benefit their patients. There is a wealth of

research to prove this point.
The influence of pharmaceutical and medical
device companies on the practice of medicine
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When Money Trumps Trust

is staggering. According to a 2004 study
of the 15 largest drug companies in the
United States, the industry spent just
under a third of its total budget for
marketing on payments to physicians.?
And a national survey published in the
New England Journal of Medicine in 2007
found that 94 percent of physicians had
some sort of financial relationship with
a pharmaceutical company.® Of this
number, 83 percent reported receiving
meals from drug companies, 35 percent
reported reimbursement for costs asso-
ciated with professional meetings or
continuing education, and 28 percent
said they received payments for con-
sulting, giving lectures, serving on an
advisory panel, or enrolling patients in
clinical trials.

The drug and device industry pro-
vides compensation in many ways. Com-
panies provide grants to cover most of
the operating costs of medical societies;
they pay physicians to serve as consul-
tants and on advisory boards that review
clinical trials and marketing; they give
grants to publish case studies and jour-
nal articles; and they pay physicians to
sign their names to ghostwritten articles
and enroll patients in clinical trials.*
Compensation also may take the form of
“preceptorships,” where sales represen-
tatives “shadow” the doctor for as much
as a full day of patient appointments.’

Beyond pens and clipboards, drug and
device manufacturers work to ensure
brand loyalty by providing perquisites
such as meetings at resorts, travel and
hotel expenses, car service, golf games,
and even snorkeling excursions. For
example, one judge, ruling on a motion
to dismiss in a class action based on
state consumer protection laws, noted
that Forest Pharmaceuticals “illegally
induced physicians to prescribe Celexa
through a system of kickbacks, such as
honoraria for participation in advisory
boards, restaurant gift certificates, lavish
entertainment, and research grants.”®
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may ignore safer, time-honored
products that are less profitable for

manufacturers.

In a Texas case against Janssen Phar-
maceuticals for its fraudulent market-
ing of the drug Risperdal, the evi-
dence showed that the state’s medical

algorithm favored Risperdal as a first-
line drug. Physicians involved in devel-
oping the algorithm testified that they
had received thousands of dollars in
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payments from Janssen, including fund-
ing of trips to other states to promote the
Texas system.”

Ghostwriting is another increasingly
common issue in litigation. In a qui tam
case the government settled against Novo
Nordisk last year, the relators alleged
that the company paid Army physicians
to author case studies and other articles
supporting the off-label use of a drug
prescribed for hemophiliacs in trauma
situations.® Ghostwriting has also been a
factor in hormone replacement therapy
and Vioxx litigation; in the latter, the
evidence showed not only that studies
supporting Vioxx’s safety and efficacy
were ghostwritten, but also that the phy-
sician “authors” received hefty sums to
put their names on the articles.’

Industry influence also extends to
continuing medical education, which
is mainly sponsored by drug and device
companies. Manufacturers not only
pay the costs of putting on seminars;
they also pay physicians “honoraria” to
speak at medical education events and at
non-educational promotional events.
Professors and clinicians who are
considered “key opinion leaders” are
added to a company’s speaker’s bureau,
and they give multiple regional and
national lectures on a particular drug or
device—or on a condition treated by that
drug or device. The companies also pay
clinicians honoraria just for attending
such presentations.!”

The financial pressure on physicians
to prescribe new drugs or use new devices
sometimes goes against a patient’s best
interest. Clinicians prescribe the latest
patented medicines and devices they
have heard about from industry-funded
colleagues and may ignore safer, time-
honored products that are less profitable
for manufacturers.

Most physicians believe that indus-
try influence and money do not affect
their professional judgment, but studies
show just the opposite. In a landmark

1992 study, researchers at the Cleveland
Clinic in Ohio tracked the prescribing
habits of physicians who attended drug

o«

companies’ “all-expenses-paid trips
to popular ... vacation sites to attend
symposia.”"! The researchers looked
at each physician’s prescribing habits
for two intravenous drugs (an antibi-
otic and a heart medication) for the 22
months before the trip and the 17 months
afterward. Prescriptions written for the
antibiotic initially increased tenfold after
the trip and then leveled off at a rate
that was more than three times higher
than previous levels. Prescriptions for
the heart medication increased to four
and a half times what they had been
before the trip.

Research shows that physicians who
receive payments and perks from a phar-
maceutical company also are more likely
to ask that hospitals, practice groups,
and insurers use that company’s drugs.
A review of physician-industry rela-
tionships in 2000 found evidence of a
significant relationship between physi-
cians “benefiting from sponsored meals”
and their requests that drugs be added
to formularies.”? The researchers also
found a similar result when physicians
received honoraria.

Patient safety may be at risk in clinical
trials of new drugs—at least 70 percent of
which are funded by industry—because
every aspect of a trial can be influenced.”
Judge Jack Weinstein of the Eastern
District of New York has explained that
“not only does commercial bias affect the
probable outcome” of these studies, “but
it also often controls whether and when
a study is published.”* This commercial
influence is pervasive in medical journals;
three-quarters of all clinical trials pub-
lished in the four most respected medical
journals are commercially funded.””

Judge Weinstein cited expert tes-
timony showing that “the odds are 5.3
times greater that commercially funded
studies will conclude that the sponsor’s

drugis the treatment of choice compared
to non-commercially funded studies of
exactly the same drug.”'¢ The testimony
also showed that the odds of a trial favor-
ing a drug greatly increase if the trial’s
researchers had a financial conflict of
interest with the manufacturer. For
studies that have both industry spon-
sorship and at least one author with a
conflict of interest, the odds are 8.4 times
higher that the study will favor the spon-
sor’s drug.””

The Issue in Litigation

Payments to physicians have received
considerable scrutiny in qui tam cases—
cases brought pursuant to the False
Claims Act and its state counterparts.
Many courts agree that a prescription
written by a doctor who receives remu-
neration from the drug’s manufacturer is
a “false claim” when the claim is submit-
ted to Medicare or Medicaid because it
violates the federal Anti-Kickback Stat-
ute, but this theory has not been univer-
sally accepted.'® Many large pharma-
ceutical companies and medical device
manufacturers have settled kickback
claims under the False Claims Act.

The issue of financial conflicts of
interest in clinical trials has featured
prominently in products liability cases,
securities class actions, and RICO suits."
From Avandia to Vioxx, the story behind
many of the most dangerous drugs and
devices—including those pulled from the
market—often involves industry-funded
clinical trials, ghostwriting, and manipu-
lated clinical trials.?

In any products liability case, it is
worth determining whether the clini-
cal trials for the drug or device involved
were funded by the industry, and this
inquiry should extend to researchers
involved in the publications supporting
the product. This information may help
prove that the drug or device was neither
safe nor efficacious, even for its intended
use. It may also prove that the company
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manipulated information and paid key
opinion leaders to promote the prod-
uct despite evidence of its harm or lack
of efficacy. Under such circumstances,
there is some support for the argu-
ment that potential defendants should
include not only the drug company but
also “authors” and key opinion leaders
who received kickbacks to promote the
drug or device.!

Similarly, it is important to know
whether a drug company’s expert wit-
nesses have received funding from
the company or other pharmaceutical
manufacturers. Even if the evidence is
not sufficient to disqualify the expert,
it can help impeach his or her credibil-
ity. A recent study by Consumer Reports,
for example, revealed that 51 percent
of respondents said “even a payment
of $500 or less from a drug company
would make them concerned that a
‘doctor’s judgment might be influenced
by the dollars. 22
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In some medical malpractice cases
(such as those involving the implanta-
tion of medical devices), it may be fruit-
ful to investigate whether the doctor
has received payments from the medi-
cal device company or profited from
using the device through royalties or
other financial incentives. Such pay-
ments may have influenced the doc-
tor to perform an unnecessary or risky
medical procedure, or they may at least
help you challenge the physician’s pro-
fessional judgment.

These avenues are worth exploration
because you need the jury to understand
the physician’s motivations. Was the
physician persuaded to perform a risky
procedure because a device company
paid him or her? If so, the company may
be a viable defendant under a conspir-
acy theory. At least one court has held
that physicians who accept kickbacks
without disclosure to their patients
may be liable for medical malpractice

on the theory that they have withheld
information that patients need to give
informed consent.?

Finding the Money Trail
Where can you find information about
industry payments to physicians? Well-
crafted discovery and pointed deposition
questions can go a long way, but other
sources can be useful. ProPublica, an
investigative journalism organization,
hosts a massive database of pharma-
ceutical industry payments to physi-
cians that includes $761.3 million in
disclosed payments from 12 drug com-
panies.? Several states, including Massa-
chusetts, Minnesota, and Vermont, also
have “sunshine” laws that require phy-
sicians and industry interests to report
payments. The information is available
in public databases and reports.?
Information about conflicts of inter-
est often can be found in the journal
articles themselves. Many medical

In any
pharmaceutical
products liability
case, it is worth
determining
whether the
clinical trials for
the drug or device
involved were
funded by the
industry.
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journals require authors to publish con-
flict of interest information that can be
found either in a “conflicts” section at
the end of the article or in footnotes to
the authors’ names.

A Google search can turn up a gold
mine of information because physicians
and medical researchers often post their
CVs online and list the industry grants
they have received. And beginning in
2013, all drug and medical device man-
ufacturers must begin collecting and
reporting payments to physicians and
teaching hospitals pursuant to the fed-
eral Physician Payments Sunshine Act,
which is part of the Patient Protection
and Affordable Care Act.?¢

Uncovering financial connections
between big pharma and physicians is
time well spent. These resources can
help expose physicians’ financial con-
flicts of interest, but disclosure is only
half the battle. Plaintiff lawyers must use
these tools to help remove the industry’s
improper influence on the medical pro-
fession and protect patient safety.

Loren Jacobson is a partner with
Waters & Kraus in Dallas. She can be
reached at ljacobson@waterskraus.
com. Paul Lawrence is of counsel in the
firm’s Washington, D.C., office. He

can be reached at plawrence@waters
kraus.com.
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