I CAUTIONARY NOTES

With respect to discussion of indictments and/or civil FCA

allegations, these involve allegations of wrongful conduct z and are
not themselves proof

In each of the civil settlements, the companies have denied

wrongdoing and the settlements do not include admissions of
liabilit




PHARMA/DEVICE SETTLEMENTS:
I ONE-YEAR LOOK BACK

Pfizer Sept 2009 $2.3 billion OL Promotion, Kickbacks
Biovail Sept 2009 $22 million Kickbacks
Quest April 2009 $302 million Misbranded/Adulterated

Products




PFIZER SETTLEMENT -- SUMMARY

$668 million for federal programs
$331 million for states
Pharmacia & Upjohn: Felony plea to FDCA violation involving Bextra
Products referenced in civil settlement
Promotional allegations: Bextra, Zyvox, Geodon, and Lyrica

Inducements: Nine (9) other products (involving conduct 2001-04)
Six whistleblowers will share $102 million




Kickbacks: From January 2001, through December 2004, Pfizer paid
illegal remuneration for speaker programs, mentorships, preceptorships,
journal clubs, and gifts (including entertainment, cash, travel and meals)
to health care professionals to induce them to promote and prescribe the
drugs Aricept, Celebrex, Lipitor, Norvasc, Relpax, Viagra, Zithromax,
Zoloft, and Zyrtec, in violation of the Federal Anti-Kickback Statute, 42

U.S.C. § 1320a-7b(b). As a result of the foregoing conduct, Pfizer caused
false claims to be submitted to Medicaid and TRICARE.




PFIZER SETTLEMENT Z ADDITIO
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PERSPECTIVES

operations," she said.

Mike Loucksz Remarks at Press Conference

My office handled the last two matters. During the 2003/2004
negotiations with Pfizer regarding the drug Neurontin, Pfizer
management, through its lawyers, asserted that the company understood
the rules and had taken steps to assure corporate compliance with the
law. Many of us involved with today's resolution were involved in
those negotiations, and we remember these promises. Little did we
know when we struck our bargain with Pfizer in 2004 resolving the
criminal investigation as to the drug Neurontin that other parts of
Pfizer were violating those very same laws for other drugs and
continued thereafter to do so.



UNITED STATES DISTRICT COURT
NORTHERN DISTRICT OF CALIFORNIA

SANFRANCISCO DIVISION
UNITED STATES ex rel. STROM, No. C03-3004 CRB
Plauntiffs,

V.

SC10S,INC. and
JOHNSON & JOHNSON,

JURYTRIAL DEMANDED

Defendants,
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UNITED STATES' COMPLAINT

IV treatment for acute
decompensated CHF)

Alleges promotion for serial,
scheduled out-patient
infusions



SCIOS COMPLAINT Z OVERVIEW

Activities/evidence regarding off-label promotion

Internal marketing materials discussing the outpatient market,
opportunity

Sales force calls on outpatient infusion clinics

Payments to HCPs for promotional speeches, training on outpatient
use, publications on use in outpatient setting
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Use of CME to promote off-label use
Registry study conducted as a marketing tool
Coverage and reimbursement support

DQOJ refers to company-sponsored studies indicating Natrecor
was not effective for serial, out-patient infusions (1 48-54)

Discussion of Scios/J&J relationship



MPLAINT Z POINTS TO

Co
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FANSTREY

VII. FALSE CLAIMS

AL Medicare
114. During the period from 2002 through 2007, Defendants, through their unlawful

conduct discussed in Paragraphs 1 through 113 above, caused over 4,000 health care providers to
submit over 157,641 claims to Medicare for serial, outpatient Natrecor infusions and ancillary

services. The claims are false because the off-label use is not covered.

Substantial discussion of coverage and reimbursement activities (9 91-97)

95. Defendants contracted with a consultant, the Lash Group, to develop

eimbursement guides that instructed health care professionals, in great detail, how to bill
edicare for outpatient infusions of Natrecor. While the guide provided limited information
illing for inpatient infusions, the vast majority of the guide, which was updated annually,
overed billing in the hospital outpatient and physician office settings. The guide included, for
xample, detailed billing codes for the outpatient settings; instructions on how to complete clai
orms and appeal denied claims; sample letters of medical necessity and appeals; and sample

laim forms. The Defendants provided their Natrecor sales representatives with these

reimbursement guides to distribute to Natrecor providers in the outpatient setting. The sales



INSIGHTS AND ANALYSIS

Despite controversy over prosecution of truthful, non-misleading
off-label promotional activities by manufacturers, DOJ actions
generally have focused on allegations of false and misleading
statements made with intent to defraud or mislead. The Scios
complaint is a notable exception, though DOJ may narrow its
focus as the case proceeds

There is increasing scrutiny of how companies compile and
disclose clinical study resultsWhile often characterized as false
or misleading, many do not involve outright falsehoods; rather,
they are premised on communications that are misleading by
omissionof contrary or negative study data
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practices, including "ghostwriting," reimbursement support
activities and interactions with compendia, formulary sponsors,

and payor organizations




