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“There’s an unwritten business plan,” he says. “They’re drivers
that knowingly speed. If stopped, they pay the fine, and then they
doitagain.” Schneider has been paid both by Lilly as a consultant
and by plaintiffs suing the company.

Big Pharma’s off-label transgressions didn’t trigger a rush
for the doors by shareholders. From Jan. 26, when Pfizer an-
nounced that it would pay billions in penalties, to Oct. 12,
Pfizer’s share price increased 9.3 percent, just shy of the
11.2 percentrise in the Standard & Poor’s 500 Health Care
Index. From Oct. 21, 2008, when Lilly said it would pay its pen-
alties, to Oct. 12, the company’s stock value went up 0.6 per-
cent; the S&P index gained 6.9 percent in that time.

In pushing off-label use of drugs, companies find ready and
willing partners in physicians. Under the fragmented system of

Federal prosecutor Michael

Loucks says Pfizer broke its
promise to follow the law.

medical regulation in the U.S., it’s legal for doctors to prescribe
FDA-approved drugs for any use. The FDA has no authority
over doctors, only over drug companies, regarding off-label
practices. It’s up to the 50 states to oversee physicians.

“I think the physician community has to take some owner-
ship responsibility and do their own due diligence beyond the
sales and marketing person,” says Boston’s former U.S. Attor-
ney Michael Sullivan. Loucks says prosecutors realize that pa-
tients can benefit when doctors use drugs for off-label purposes
based on science and not on false marketing claims.

Doctors generally don’t tell people that they’re prescribing
drugs pitched to them by pharmaceutical salespeople for unap-
proved treatments, says Peter Lurie, deputy medical director of
Public Citizen, a Washington-based public interest group. Most
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Prosecutors say Pfizer marketed these drugs off-label after
it signed an agreement with the U.S. on May 11, 2004, to train
employees not to promote drugs for unapproved uses.

-
Geodon

(Dec. 31,2007)
Pfizer paid a $301.4 million penalty
and denied wrongdoing.

Bextra

(April 30, 2005)
Pfizer paid a $1.2 billion fine.
Its unit pleaded guilty.

E50mg '383‘
(Feb. 28, 2008) (Oct. 31,2008)

Pfizer paid a $48.2 million penalty
and denied wrongdoing.

Pfizer paid a $97.9 million penalty
and admitted wrongdoing.

*Prosecutors say Pfizer marketed the drug off-label until this date.
Source: U.S. Justice Department

physicians don’t keep track of FDA-approved uses of drugs, says
Lurie, a physician who has published articles in The Lancet and
the Journal of the American Medical Association. “The great major-
ity of doctors have no idea; they don’t even understand the dis-
tinction between on- and off-labeling,” Lurie says.

HARMACEUTICAL COMPANIES HAVE showered doctors
with cash to persuade them to use drugs off-label,
according to their guilty pleas. Pfizer’s marketing
program offered doctors up to
$1,000 a day to allow a Pfizer
salesperson to spend time with the physi-
cian and his patients, according to a
whistle-blower lawsuit filed by John
Kopchinski, who worked as a salesman at
Pfizer from 1992 to 2003. “By ‘pairing up’
with a physician, the sales representative
was able to promote over a period of
many hours, without the usual problems
of gaining access to prescribing physi-
cians,” Kopchinski says. “In essence, this
amounted to Pfizer buying access to phy-
sicians.” Pfizer spokesman Chris Loder
says the company stopped what it calls
“mentorships”in 2005. He says Pfizer
paid doctors $250 per visit.
Tt used to be legal for companies to

20 Tablets

promote drugs for any use in the U.S.
Congress banned the practice in 1962.

sickness drug taken by pregnant women
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‘Your misleading
promotion of Zyvox
poses serious public

health and safety

concerns, the FDA
wrote to Pfizer’s CEO.
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uses. Before that,
adrug company
could market an approved medicine for any illness.

If thelaw is clear, why do drug companies keep breaking it?
The answer lies in economics. Pharmaceutical companies spend
about $1 billion to develop and test a new drug. To recoup their
investment, the companies want doctors to prescribe their
drugs as widely as possible. Pfizer’s Neurontin is a case in point.
The FDA approved the drug as a supplemental medication in
treating epilepsy in 1993. Pfizer took in $2.27 billion from sales
of Neurontin in 2002. A full 94 percent—$2.12 billion—of that
revenue came from off-label use, according to the prosecutors’
2004 Pfizer sentencing memo.

Pfizer, which bought Wyeth on Oct. 15 for $68 billion, put it-
self at the center of illegal off-label drug marketing with an ac-
quisition frenzy a decade earlier. From 1995 to 2005, Pfizer
purchased more than 20 companies. Since 2004, companies
that are now Pfizer divisions have pleaded guilty to off-label
marketing of two drugs. Pfizer continued off-label promotions
for these medications after buying the firms, according to Pfizer’s
Sept. 2 guilty plea and FDA correspondence with Pfizer.

Pfizer first stepped into an off-label scheme in 1999, when it
offered to buy Morris Plains, New Jersey—based Warner-Lambert
Co. Prosecutors charged that Warner-
Lambert marketed Neurontin off-label
between 1995 and 1999. Warner-Lambert
admitted doing so for one year ina May
2004 guilty plea for which Pfizer paid
$430 million in fines and penalties.

Neurontin, which was invented by
Warner-Lambert, was first tested in hu-
mans in 1987. When the FDA approved it
in 1993 to be used only along with other
epilepsy drugs, the agency wrote thata
side effect of the drug can be that it in-
duces depression and suicidal thoughts
in patients.

Much of what prosecutors learned
about Warner-Lambert’s marketing of
R only Neurontin comes from a former em-
ployee. David Franklin, who holds a
Ph.D. in microbiology from the Univer-
sity of Rhode Island, left his job as a pedi-
atric researcher at Harvard University’s
Dana-Farber Cancer Institute in 1996 to
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