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KEY ENFORCEMENT ISSUES -

The Government's Perspective

Increasing Scrutiny by O1G/DOJ/US
Attorney’s Offices/FDA/ State Attorneys
General

» Federal Food, Drug & Cosmetic Act — misbranding
violations (strict liability offense — criminal)

» Federal and State False Claims Acts (qui-tam
cases, I.e., whistleblowers — civil penalties)

» Anti-Kickback Law (Fraud & Abuse Statute -
criminal)

» State Fraud & Consumer Protection Laws
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Cases, Fines Soar
[n Fraud Probes
Of Drug Pricing

Drrive May Net §1 Billion
From Firms Overcharging
Public Health Programs

By Joux B Wilkk

Months before a new law kicks in that
will dramatically escalabe governmséni
spendingam drags, slate and federal prose-
cutors are imvestigating 150 cases that in-
valve afleged pricing Irawd by some of the
warkd's largest drug makers and cousd pro-
duce mare than $1 tgitm in eriminal fines
and ¢ivil pemalties this year,

The cases are part of an expanding
Imdusirywide investigation of drug pric:
Ing that has produced scores of lawsuits
currently under seal in courls aroumd Che
country. They are focused an allegarions
that drug companies cheal stale and fed-
eral heslih-care programs by inflating
prices, offering undischosed rebates 1o
distributors or matketing drugs for unap-
proved uses, according io lawwers and
officials imealved in these cases,

A hall-dozen major drsg makers have
already paitt fines and penaliies to setile
charges in the pasl (wo wears, AL Jenst
three more-—Serone Inc., Abbotl Labora-
tories Ime. and King FPharmaceudals
Inec.—are expected to Lace similar albega-
thons amd possible criminal fines or civil
penalties this pear,

Prosecutors also could force these
companies 10 scoepl “eorporate inlegrity
agreements” that inchude ough bederal
aversighl of the way the companies price
and markel drugs under government-
paid heaith-care programs, inclsding
Medican and Medicare. )

The recent surge in cases reflects in-
creasing scruling of drug makers” pricing
practices and a sharp rise in federd &nd
state prosecutions of health-cure frand. Pre-
scriplion drugs represent am ever-larger
shareof the nations bealth bill, andibe fed-
eril governmend i preparing B a huge In-
rrease in spending when the new Medicare
drug benefit goes inlo effect in January.

1t wrill cover preseription drags for the
first time for more than 40 million Ameri-
cans and will cost an estimeted $T0 billion
in its first 10 years. With these buge -
creases on the wiy, Senate Finapoe Com-
mittee Chairman Charles Grassley, an
lowa, Repubilican, has m{w .Im:i:le
Department to step ap nreemneil.

While the criminal and civil penalibes
and serlements represend 3 small irscison
of drop-company profits, ey are rising

ek veE the paF! yeat, i0
{he TRRESTE wmzﬂﬁ
with others in 1aw enjorcement,

0 be seatiered moves i the
Do years has coslesced o 2 resd

Costly Remedy
Criminal oF cad DEnafles. 3inEadly
e by Specied drug cOMpaneEs 10
settie allegations of pricng fresd:
R TR D

DR STUED I AL DL
P i Mesronte
Wy 7002

baralesecs [ Zoace
Jome X0G

Scteang-Pupt S Caee
by 04

Bayer = Gpm,
Al 003 Bzakat
ChasnCmihios |55 Fall,
Mol 03

continued on page 10

Whistle-blowers’ spotlight
falls on drug companies

Federal rules allowing
bif Mavolts pressure
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OMPLIANCE
REPORT

EXCLUSIVELY DEVOTED TO PHARMACEUTICAL

SALES AMND MARKETIM

OMPLIAMCE

DOJ reports 500 drugs now under investigation —
sweeaping enforcement initiatives expected in 2005
Experis predict rough vear ahead for pharma av peblic confidence in indisiry crumbiles

A wEtan] Attoiney General fof the Civil Divigion of the UL5 Department af Justice Peler Keides recenlly
Fpaited (BT misfe than SO0 draps are currenthy ander invessigation by stare and federal prosscutors.
Thet comes on the heels of o separste estimate by an Assstant LS. Attomey that over 1M pharma gui iom
eptes are now nnder seel Whatever the exsct numbser, all smdes agoee it is cortain bo be a very challeogiag yoar
fos the pharmaceutical and swedical device indwetrics on a range of fronts.

Ar one Assiviand L5, Atarney pul # last ssonth, “There is teo question 5 fight now phinmpceuticel
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craspanies are i the crosshairs of she prosscusorisl
punfighi.” However, the fall scope of emerging investi-
pations is still uscloar. = 'We bodiove many vory largo froud
cases are 36l under scal."” seve Jemes Moormas, president
of the Taxpayers Apamsd Fraud Education Fund
Agcording b Mocernen, sheo his e Gies 10 5en. Chares
Clrasdhing the mang than $2.4 nllios abeady rezovened
from alrug manudectuners i “jpei the lip of the loeberg ”
That is jusa ne of the troubling predictions for
pharma in 2K1%. Conversations with dossss of corrent and
tormer staie and federal prosecuto s, defense cousal, amil
sonior indusiry executives roveal al least tin beroad chamis
feee mexi pupel This e looks at several of these arcss
inclading DTC sdvemtising el continuisg medasl
aducanon &t well ai some hrosd trends. The B2t two
insues will examine the new nsis associnted with dnag
pricing. off-label proswoton, and sample sccountability ws
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Tweo new publications
coming shortly
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now Modicare drag benefit snd emonzing drug sfetyirsk
management izmss — teo new poblication: will be
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Concerns with off-label marketing and use:

FDA regulations permit companies to “market”
off-label in very limited circumstances under FDA
regulations (e.g. WLF articles)

“Doctors free to prescribe for off-label use, and
companies and doctors are allowed “scientific
iInterchange”

Doctors base decisions on studies/data

System breaks down If studies not disclosed or if
data is affirmatively misrepresented

s -

R —






= > -~ - =
”~
F

——

KEY ENFORCEMENT ISSUES -
The Government's Perspective

Concerns with kickbacks:

System also breaks down if doctors’
Independent judgment Is compromised
because of unlawful remuneration

Safe Harbors — available for a range of
activities, but often the parameters are
unclear, or the safe harbor Is susceptible to
abuse (e.g., personal services contracts)
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Recent Cases - Oxycontin (Purdue Pharma):

» $600 million in civil and criminal penalties paid — May
2007

» Three Company executives, including corporate
counsel, pled guilty to “misbranding” under FD&C Act

» Aggressive marketing campaign to promote powerful
narcotic drug to wide groups of physicians — claim that
product’s delayed release made it less addictive and
less prone to abuse

» However, claims not true, and drug became widely
abused, resulting in significant addiction, criminal
activity and death
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False Claims Act

» Significant civil penalties for making or causing
a false claim to be made on the government

» Applies to wide range of activities — billing,
reimbursement and rebating activities as well
as kickbacks are the most common false claims

» Many cases are civil AND criminal
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False Claims Act and the Pharmaceutical Industry
- Since 2000 — Total recovery against the industry
— over $ 5 billion

» Other examples — off label promotion/kickback cases
e Pfizer — Neurontin - $430 MM
e Astra-Zeneca - $355 MM
« TAP - $855 MM
« Eli Lilly — Evista - $36 MM
« Serostin — (Serono) - $704 MM
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Consistent Themes

» Threat of patient harm, generally caused by or
related to corruption of medical judgment — via
kickbacks or via dissemination of incomplete,
misleading or false clinical information

» Adding Costs to the System — important, but more
compelling where there is a questionable benefit
to patients compared to risk
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OIG’s Compliance Program Guidance
for Pharmaceutical Manufacturers

~ Issued May 2003 — Cite:

r http://www.oig.hhs.gov/authorities/docs/03/0
50503FRCPGPharmac.pdf

~ Applies to wide range of activities — beyond
traditional “marketing” programs

~ Specific Mention of Research Funding as an
“Area of Concern” — this is becoming an
Increasing focus of regulatory/prosecutorial
activity



http://www.oig.hhs.gov/authorities/docs/03/050503FRCPGPharmac.pdf
http://www.oig.hhs.gov/authorities/docs/03/050503FRCPGPharmac.pdf
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Maintaining Quality and Compliance in today’s
environment is critical to long and short term
organizational success

Increasing visibility of “compliance,” “compliance
officers” and compliance programs since the
Introduction of the Sentencing Guidelines

What drives adherence in an organization?

» Culture Is very important; actions and rewards are
more telling than corporate policy statements and
mandatory training programs
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Is compliance a staff function, detached from the
day-to-day business operations?

~ Governance — Independent?

~ Is the compliance adequately resourced — in terms of
number of personnel and appropriate expertise?
» Business experience and auditing experience are both

needed to understand the overall ramifications of
operational activities

» What is the compliance officer’s role vis-a-vis the outside
world, including prosecutors and regulators?
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