





ESCALATING PENALTIES

The amounts of Eli Lilly's fines and penalties have soared during the past 25 years.

$36,000,000

DECEMBER 2005: Pleads
guilty to one misdemeanor count
for misbranding Evista.

$25,000
APRIL 1985: pleads

guilty to 25 misdemeanors
for misbranding Oraflex.
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$1,415,000,000

JANUARY 20083: pleads
guilty to one misdemeanor count
for misbranding Zyprexa.

Includes criminal fines and civil penalties. Source: Court records

the drugisless effective than vancomycin for MRSA pneumonia.

On July 20,2005, the FDA sent a letter to Hank McKinnell, then
Pfizer’s CEO, saying, “Your misleading promotion of Zyvox, and
in particular your unsubstantiated implied claims regarding its
superiority to vancomycin, poses serious health and safety con-
cerns.” The agency ordered the company to stop the promotion.
Inresponse, Pfizer told the FDA it would stop saying Zyvox was
more effective against MRSA pneumonia than vancomycin.

Despite its 2005 pledge to the FDA, Pfizer continued to tell
hospitals and doctors that Zyvox would save more lives than van-
comycin, the company admitted in the September settlement.

By 2007 the criminal and civil cases against Pfizer, its em-
ployees and its subsidiaries had started to mount. The tally of
drugs cited by federal prosecutors for off-label promotion
reached six by 2009. In April 2007, P&U pleaded guilty to a fel-
ony charge of offering a $12 million kickback to a pharmacy
benefit manager. Pfizer paid a criminal fine of $19.7 million.
Thomas Farina, a Pfizer district sales manager, was convicted in
federal court in March 2009 for destroying records during the
Bextra investigation. Farina, 42, was sentenced to three years
on probation, including six months of home confinement. He
didn’t return calls seeking comment.

Pfizer itself was called to account on
Sept. 2, when it agreed to pay the $2.2 bil-
lion in fines and penalties. P&U pleaded
guilty to a felony charge of misbranding
Bextra with the intent to defraud. After
the settlement, Pfizer general counsel
Amy Schulman said the company had
learned its lesson. “We regret certain
actions we’ve taken in the past,” she said.
“Corporate integrity is an absolute
priority for Pfizer.”

One reason drug companies keep
breaking the law may be because prose-
cutors and judges have been unwilling to
use the ultimate sanction—a felony con-
viction that would render a company’s
drugs ineligible for reimbursement by
state health programs and federal Medi-
care. “It’s potentially a death sentence
for a drug company,” prosecutor Sullivan
says. A legal figleaf allows a parent
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Thirty-one people died
after taking Zyprexa—
twice the death rate of
those taking a placebo-
in five clinical trials.
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company to continue to participate in government programs
even after its subsidiary has pleaded guilty. Pfizer maintains its
good standing with such agencies because its subsidiaries,
Warner-Lambert and P&U, and not the corporation itself,
entered the guilty pleas to felony charges.

FELONY CONVICTION OF a pharmaceutical giant

could lead to disaster for shareholders, Loucks

says, adding that’s a step that may have to be taken

for repeat offenders. “I think it’s something the

trigger will get pulled on,” he says from his ninth-
floor office in the federal courthouse, with a sweeping view of
Boston Harbor. “It’s just a question of when.”

At Pfizer’s Pharmacia sentencing on Oct. 16., U.S. District
Court Judge Douglas Woodlock said companies don’t appear to
take the law seriously. “It has become something of a cost of do-
ing business for some of these corporations, to shed their skin
like certain animals and leave the skin and move on,” he said.

(Forareport on how the drug industry deals with another
controversial subject, see “Big Pharma’s Shameful Secret,”
which shows how people fell ill in laxly regulated clinical trials,
in the December 2005 issue.)

Lilly’s rap sheet goes back to 1985.
That’s when the company pleaded guilty
to 25 federal misdemeanor charges re-
lated to its misbranding of Oraflex, an ar-
thritis drug. Lilly stopped selling the drug
four months after U.S. sales began in 1982,
following the company’s failure to tell the
FDA aboutillnesses and deaths tied to the
medication. Lilly paid a $25,000 fine.

Twenty years later, in 2005, Lilly paid
$36 million in a guilty plea to one federal
misdemeanor for off-label marketing of
Evista, a drug the FDA had approved for
bone strengthening. In 1997, the agency
had rejected Lilly’s application to market
the drug to reduce the risk of breast can-
cer. Yet beginning the next year, Lilly
Cii: adopted an Evista marketing plan that in-
cluded a seminar with doctors designed
to appeal to women’s breast cancer con-
cerns, Lilly admitted in its 2005 guilty
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THE WHISTLE-BLOWER

Bruce Boise was a drug company salesman torn by his conscience.
He liked making $250,000 a year, he says, but thought his company’s
marketing tactics were dishonest and dangerous. So in December
2002, he went to the Food and Drug Administration. He told inves-
tigators his employer, Cephalon Inc., required him and his colleagues
to promote its only three drugs for off-label uses.

Publicly traded Cephalon, based in Frazer, Pennsylvania, had
been reporting annual sales of less than $100 million early in this
decade. By 2006, after years of promoting unapproved uses, the
company's reported annual revenue for the three drugs increased
15-fold to $1.37 billion.

“With off-label, they created markets
in areas where they didn't have to spend
any money on clinical trials,” Boise, 58,
says. “They didn't have any overhead. And
creating the market instantly reaped
them profits year one.”

With Boise's cooperation, the U.S. Jus-
tice Department charged Cephalon with
off-label marketing. In September 2008,
the company pleaded guilty to a misde-
meanor count and paid $425 million in pen-
alties and fines. Cephalon Chief Executive
Officer and Chairman Frank Baldino Jr. de-
clined to comment. Spokeswoman Sheryl Williams
says of Boise, “This person has a bias.”

Six months after Boise went to the FDA, the company fired him.
He says he was blackballed by the industry. After 20 years in the
field, he couldn’t get a job. His net worth fell to zero from $1 million,
he says. “l wasn't making money; | wasn't paying my bills,” Boise
says. ‘It was really, you drop off into an abyss, like you weren't even
part of society.”

For six years, Boise worked in his hometown, Dublin, Ohio, paint-
ing houses and flipping burgers. He says he contemplated suicide.

When Cephalon settled its case in 2008, the Justice Department
certified Boise as a whistle-blower under the False Claims Act. For
his help in enabling the government to recover money it had spent
on illegally marketed drugs, he received $17 million.

Boise says that despite six years of hell, he never regretted go-
ing to the FDA. “Patient safety wins out,” he says. “I'd do it again.”

DAVID EVANS

plea. In 2007, the FDA approved Evista for preventing breast
cancer in two limited groups.

In January 2009, Lilly was back in federal court. Prosecutors

in Philadelphia accused the company of earning hundreds of

millions of dollars by illegally promoting its schizophrenia drug
Zyprexa for the unapproved treatment of dementia from 1999
toatleast 2003. In 2001, Lilly’s senior management decided not
to seek FDA approval for Zyprexa to treat dementia because of

what they viewed as mixed results in clinical trials and safety

risks, according to admissions by Lilly in its 2009 guilty plea. In
its marketing, Lilly promoted the drug as effective. Zyprexa has

been Lilly’s best-selling drug for the past decade.
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Bruce Boise was fired
after blowing the whistle
to the FDA on Cephalon.

“Eli Lilly undertook this illegal off-label promotion for its
own financial gain despite the potential risk to patients’ health
and lives,” prosecutors wrote in their sentencing memo.

Lilly Chairman and CEO John Lechleiter said after the settle-
ment that the company was devoted to acting responsibly. “We
deeplyregret the past actions covered by the misdemeanor plea,
he said. “Doing the right thing is nonnegotiable at Lilly.” Ina
written response to questions from Bloomberg News, Lilly said,
“Lilly entered into a very narrow guilty plea. Even though the
company disagrees with and does not admit to the al-
legations, Lilly agreed to settle the dispute.”

Lilly paid $1.42 billion for a fine and penalties in
the January settlement with federal and state govern-
ments. That included the largest criminal fine in U.S.
history—until Pfizer pleaded guilty in September.

The Justice Department could have charged Lilly
with a felony. Prosecutors decided that it wouldn’t
be fair to innocent Lilly employees, shareholders
and pensioners to potentially shut down the com-
pany, according to the sentencing memo. “The gov-
ernment considered all the factors in its decision,”
prosecutors wrote. “Those factors included other
persons not proven personally culpable.”

Federal regulators have detected a similar pattern
of dishonesty by other pharmaceutical firms. Schering-Plough
Corp. drug salesmen pitched off-label uses of a cancer drug
called Temodar at the American Society of Clinical Oncology’s
annual conference in San Francisco in May 2001. Schering-
Plough representatives said Temodar compared favorably to a
placeboin clinical trials for the off-label uses and was approved
by the FDA for first-line use in treating brain tumors. An FDA
employee attending the conference took note. The next month,
the FDA accused Schering of lying. There had been no such clin-
ical trials and the agency had not approved Temodar as the
salespeople had claimed, the FDA said in a June 28, 2001, letter
to Mary Jane Nehring, Schering’s senior director of marketed

»

products. The agency ordered the company to immediately
cease illegal promotion of Temodar.

ENILWORTH, NEW JERSEY-BASED Schering-Plough

was quick to respond. On July 12, 2001, it wrote

back to the FDA, assuring regulators that the San

Francisco activity was an isolated incident. “It was

certainly inconsistent with the direction provided
by the home office,” the drug company wrote, according to
prosecutor’s records.

The FDA told Schering-Plough three weeks later that it had
closed its investigation.

Schering-Plough didn’t stop pitching the drug for unap-
proved uses. At the direction of top management, Schering or-
dered widespread off-label marketing of Temodar and Intron A,
another cancer drug, until December 2003, the company admit-
ted in an August 2006 guilty plea. Schering, which agreed in
March to be acquired by Merck & Co., earned a pre-tax profit of
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$124.2 million
from the illegal
sales after prom-
ising the FDAin
2001 it would stop
marketing for off-
label uses, the com-
pany admitted.
Schering-
Plough pleaded
guilty in August
2006 to conspiring
to make false state-
ments to the FDA.
The company
agreed to pay
$435 million to
settle the case.
U.S. District Court
Judge Patti Saris, who had presided over the Neurontin whistle-
blower case before the Pfizer probe, accepted Schering’s pleain
her Boston courtroom in January 2007. She expressed dismay
with the drug industry. “It’s been upsetting to me how many of

Former salesman David
Franklin helped prosecutors
in the Neurontin case.

the big pharmaceutical companies have engaged in what I view as
clearlyillegal behavior in terms of off-label marketing,” she said.
“It almost seems as if the pharmaceutical companies said ‘Yeah,
yeah, yeah’ to the FDA and then went and did it anyway.”

Brent Saunders, a Schering-Plough senior vice president, said
after the settlement that his company had made great progress in

You can use the Bloomberg Pharmaceutical Search (BDRG)
function to track court cases related to Pfizer's Neurontin.
Type BDRG <Go>, tab in to the DRUG/VACCINE field, enter
NEURONTIN and click on the drug’s name in the list of
matches that appears. In the Matches section of the screen,
click on Litigation. To limit the list of cases to
those involving product liability, click on the box to
the left of Patent Proceedings to remove the check
mark. Click on a case’s name in the list to display
its docket, the court's record of the parties, law-
yers and proceedings in a case.

You can use the Product Profile (PROD) function
to track Pfizer's sales by product. Type PFE US
<Equity> PROD <Go>, as shown at right. For an ex-
panded list of the company's drugs, click on Top
Drugs by Sales.

Type HEAL <Go> to use the Industry Analysis:
Pharma and Biotechnology function for an over-
view of the sector. To graph the number of weekly
prescriptions by product, click on RX under Related
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putting integrity at the center of its work. “With this agree-
ment, we are putting issues from the past behind us,” he
said. Schering declined to comment further.

As prosecutors continue to uncover patterns of
deceit in off-label marketing by pharmaceutical
companies, millions of patients across the nation re- '
main in the dark. Doctors often choose the medica- ‘
tions based on dishonest marketing by drug
company salesmen. “It’s a morass of undifferentiated
information out there,” Public Citizen’s Lurie says. “And
the doctors, let alone patients, aren’t able to distinguish the
good from the bad.”
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NE THING ALL people should do, Lurie says, is ask
whether their prescriptions are for FDA-approved
uses, and if not, whether strong evidence supports
using the drug, particularly if it can be dangerous.
Loucks says that putting an end to the criminal
off-label schemes by the pharmaceutical industry is more diffi-
cult. As drugmakers repeatedly plead guilty, they’ve shown
they’re willing to pay hundreds of millions of dollarsin finesas a
cost of generating billions in revenue. The best hope, Loucks
says, is that drug companies actually honor the promises they
keep making—and keep breaking—to obey the law of the land. B

David Evans is a senior writer at Bloomberg News in Los Angeles.
davidevans@bloomberg.net
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To monitor discussions among practicing U.S. physicians
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