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IN THE UNITED STATES DISTRICT COURT
FOR THE EASTERN DISTRICT OF PENNSYLVANIA

UNITED STATES OF AMERICA ex rel. : CIVIL ACTION NO. CV09-4264-JONES
AMY BERGMAN; the DISTRICT of :
COLUMBIA ex rel. AMY BERGMAN, : JURY TRIAL DEMANDED

CALIFORNIA ex rel. AMY BERGMAN,
DELAWARE ex rel. AMY BERGMAN,
FLORIDA ex rel. AMY BERGMAN,
GEORGIA ex rel. AMY BERGMAN,
HAWAILI ex rel. AMY BERGMAN,
ILLINOIS ex rel. AMY BERGMAN,
INDIANA ex rel. AMY BERGMAN,
LOUISIANA ex rel. AMY BERGMAN,
MASSACHUSETTS ex rel. AMY
BERGMAN, MICHIGAN ex rel. AMY
BERGMAN, MONTANA ex rel. AMY
BERGMAN, NEVADA ex rel AMY
BERGMAN, NEW HAMPSHIRE ex rel.
AMY BERGMAN, NEW JERSEY ex rel.
AMY BERGMAN, NEW MEXICO ex rel.
AMY BERGMAN, NEW YORK ex rel.

AMY BERGMAN, OKLAHOMA ex rel. :
AMY BERGMAN, RHODE ISLAND ex rel. :
AMY BERGMAN, TENNESSEE ex rel. :
AMY BERGMAN, TEXAS ex rel AMY
BERGMAN, VIRGINIA ex rel. AMY
BERGMAN, WISCONSIN ex rel.

AMY BERGMAN, and AMY BERGMAN,
individually,

Plaintifts,
V.
ABBOTT LABORATORIES,
Defendant.
AMENDE]; COMPLAINT
1. Plaintiff-Relator Amy Bergman brings this civil action for the United States of

America (Government or United States), the states the states of Illinois, California, Delaware,

!
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District of Columbia, Florida, Georgia, Hawail, Louisiana, Massachusetts, Montana, Tennesseoe,
Texas, Virginig, Indiana, Nevads, New Hampshire, New Mexico, Michigan. New Yok,
Cklghoma, Wisconsin, Rhode Islard, Now Jersey, and for herself and against Abbott
Liboratories (“Abbott™).

Z. Thas is an action to recover damages and ¢ivil penalties on behalf of the Unitzd
States and the Plaintiff-Relator arising from false and/or fraudulent statements and claims mace,
used and caused to be made used or prescunied by Defendant Abbott andfor its agents and
employees m violation of the Federal Talse Claims Act, 31 U.S.C. §§ 3729 ¢f seq. and the false
cluims acis of various staes, specifically, In favor of Plaintiff-Relator Bergman for tie
maximum amount allowed as Relator's share pursuant to the Plaintiff Stace FCAs as ollows: the
Iilinois False Claims Act, 740 1LCS 173, ef seq.; the California False Claims Act, Cab Gev,
Code §812630, ¢f seq.; the Delaware False Claims and Reporting Act, 6 Del, O, §§1201, ef sy
the District of Columbia False Claims Act, D.C. Code §§2.308.14, ¢r g2y - the Florida False
Claims Act, Fla. Star. §868.0K1, ef seq.; Georgia State False Medicaid Claims Act, Ga. Code
§£49-4-168, ¢f seq.; the Hawail False Claims Act, False Claims to the State, HRS §5661-71,
et seq.; the Louisians Medical Assistance Programs lotegrity Law, La. R.8. §§46:437, or
seg.: Massachuscits False Claims Act, ALM GL ¢h.12 §§3A, er seq; the Montana Fase
Claims Act, Mont, Code Anno,, §817-8-401, ef s2q.; the Tennessee Medicaid False Claims
Arct, Tenn, Code Ann. §8§71-5-181, et seq.: the Tennessee [Malse Claims Act, Tenn. Code Atn.
§84-18-101, ¢f seq.; the Texas Meodicaid Fraud Prevention Act, Tex. [Tum. Res. Code,
§436.001, ¢f seg., the Virginia Fraud Against Taxpayers Act, Va. Code Ann. §§ 80(-216.1, &/
geq. . the Indiapa False Claims and Whistleblower Protection Act, Burns ind. Code Ann, 8§§5-

11-5.5, er seq.; the Nevada False Claims Act, Submission of False Claims o State or Local
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Covernment, Nov. Rev, Stat. Ann, §83537.010, er seq.; the New Hampshire False Claims Act,
§3167:01-b, er seq.. the New Mexico False Clamns Act, NM. Stat ANN. §§27-14-1 #f seq.: New
Moaxico Fraud Against Taxpayers Act, N.M. SBui. §§44-9-1 ef seq.; the Michigan Medicaid
False Claims Act, MCLS §8400.601, ¢f seg.: the New York False Claims Act, NY (1I.S St
Fin, §8187 et seq.; Oklahoma Medicaid False Claims Act, 63 Okla. Stat, §§3033, of sev;
Wisconsin False Claims for Medical Assistance Act, WIS, STAT. §820.931, er seq.; Rhole
Istand State False Claims Act, R0 Gen. Laws §89-1.1-1, ¢f seg.; and the New Jersey False
Claims Act, NJ. STAT. §82A:32¢-1. In support thereol, Plainniff-Relator Amy Hergman
states und avers as follows:

I INTRODUCTION

-~

3. ‘This action concerns the improper and iflicit off-label marketing of the billion
deilar a year prescription drug TriCor, violations of the Medicare and Medicaid Anti-Kickbask
Statute, 42 1L8.C. §1320a-7h, and other illegal activitics described below, by Abbott relating to
the marketing of TriCor, which directly caused and resulled i the submission of many thousands
of false claims for reimbursement to be made to the United States and tw the States,

4. TriCor {generic name fonofribate) is a Hpderegulating agent that was approved by
thes FDA as an “adpunctive therapy to diet” for treatment of adolt patients with certain types of
hy percholesterclemia, mixed dyslipedemia, or hypertrigliceridemia. With respect to efficacy,
hewever, the Food and Drug Administeation (FDA) specifically found that the effect of TriCor
or. "coronary heart disease morbidity and moriality and non-cardiovascular mortality has sof
been established.” TriCor was nof approved by the FDA as a first-line treatment for diabedc
petients. TriCor was also nof approved by the FDA for use iy combination with statin drugs.

5. In order to expand its sales of TriCor, and placing the pursuit of profits ahead of

peiient safety and the law, Abbott engaged in an illegal nativnwide, coordinated and deceptive
3
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se.ieme of false and misleading promotion and marketing of TriCor. Abbott’s illegal markefing
sieme was muolt-faceted, and was executed with the knowledge, dircetion and encouragement
of Abboll and its management.

8. Abbott’s illicit marketing scheme involved the marketing of TriCor for uses
(irdications) not approved by the FDA, & practice known in the pharmaceutical industry as “o 1~
label marketing,” The offtlabel uses that Abbolt promoted were unsafe and/or ineffective uses
for IniCor that, at best, resulted  a waste of palients’ and third-party payors™ health ¢ire
expenditures and, ar worst, threatened the health and safety of the paticnts for whom TriCor was
prascribed for the oiltlabel and medically unnecessary uses.

7. In order to cflectuate its unlawful marketing scheme for TriCor, Abbost
unproperly promoted TriCor as a first-line treatment for treating or preventing cardiac hea th
rivks in diabetic patients even though TriCor was not approved for such use by the FDA asd
gven though TriCor hail ro demenstrated effect on cardiovascular morbidity amd mortality in the
diabetic population. Abbott alse improperly promoted TriCor for use in combination with high ly
popular statin drugs even though TriCer was not approved for use in combination with stating by
thz FDA, and despite specific warnings reganding combined use with statins contained in the
FDA-mandated produet labelmg.  Abbott also mude regular reprosentations concerning the
efficacy of TriCor which were conlrary o the LA required labeling, were false and misieading,
and which did pot represent the FDA required fair balance of information regarding uses and
risks,

8 Abbott’s illegal marketing scheme for TriCor also invelved making unlaw ul

peyments and giving other illicit financial incentives to physicians In order ro get them to
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preseribe 1riCor, ineluding for off-label and miedivally unneccssary uses, in 8 knowing violation
of the Medicare and Medicaid Anti-Kickback statute.

g, Abbott’s deceptive and off-label marketing of TriCor resulled in T1iCor becoming
“misbranded” under the Food, Drug and Cosmetic Act. It was and is a violation of foderal law to
introduce a misbranded drug inlo interstate commerce, or to cause 4 drug in nterstate commare
1o begome misbranded. 21 U.8.C. §331{a) and {b}.

10.  Generally, no paymenis may be made under the Medicare and Medicatd prograras
for expenses incurred for iroms and services. including drugs, that are not “reasonable mid
necessary” for the diagnosis and freatment of an illness or Injury. See, 42 US.T,
SI3Sv(a) 1A Medicare, Medicald and other government funded heakth insurance payess,
such as TRICARE and the Federal Employer Health Benefits Program, do not cover and pay lor
off-Tabel uses of prescription dnigs, except for in very hmited circumstances not applicable here.
The off-label uses thal were the object of Abbott's illegal marketing schemc were tot
“reasonable and necessary.” The Medicare and Medicaid programs also do not eover or pay 1or
claims for reimbursement that were the result of violatons of the Medicare and Medicaid Anti-
kizkback statote,

11, As g direct result of Abbett's illegal off-label markcting and misbranding of
TriCor, phiysicians prescribed TriCor for off-label uses and/or for uses which were rot
reasonable and necessary for treatment. and clatms lor reimbursement for off-lahel uses aad
meadically unnecessary uses of TriCor were submitted 1o the federal government and the States in
conpection with such prescriptions, giviag rise to Bahlity under their respoective False Clains
Acts. The United States and the States would not have paid these claims for TriCor but for

Anbaott’s illegal and frandulent conduct,
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Z"X

Starting no later than 2000, and continuing untl at least 2008, and uvpon

information and belief continuing 1o the present. Abbott management trained, directed,

incentivized amd encouraged thew TriCor sales force to promote TriCor to physicians for o -

label and medically unnecessary uses in order to effectuate Abbott’s iHegal scheme to increpse

the market for TriCor, During the same time, Abbott also provided its sales and marketing staff,

as well as 11y other divisions, with funds to provide financial incentives (o physicians to persua de

them to prescribe TriCor instead of other competing drugs, as well to preseribe TriCor for o %

talxcl and medically unnecessary uses, in knowing violation of the Medicare and Medicaid Anii-

kickback statute,

13, Specifically, Abbott trained, directed, incentivized and encouraged its sales
representatives:

a. to market TriCor (ur uses outside those listed on the FDA-approved lubel;

b. 1o misrepresent and withhold clinical information reparding the known risks
associated with the nuse of TriCor. particularly in combination with statins:

¢ to misrepresent and withhold climcal information regarding questions congerniag
the efficacy of TriCor;

d. 1o misrepresent that TriCor was superior to other drugs when clinical studies
cither established otherwise, or where there was no clinical study comparing the
two drugs; and

e to improperly use study results of other drugs to suggest that TriCor would have
the same or hefter results.

4. These misrepresentations regarding TriCor were an integral component of

Aobolt's scheme o illogally increasing sales of TriCor because ¢linical studivs of TriCor did not

6
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susport its efficacy and/or safety for the off-label and medically unnecessary uses Abbont
instructed its sales reprosentatives promote. In fact, TriCor's legitimate medical use and market
share bad been hmited bocause TriCor lacked positive outcomes data 1n the clinical studies of
TriCor that did exist. The clinieal studies of TriCor failed to establish that TriCor had a
meaningful impact in preventing lwlal heart atacks, showed minimal impact on other cutcomas
crifcria (In sofe cases actunlly showing thal TtiCor increased mworbidity and mordalily), and
showed that TrCor was inferior to #ts competitor Hipid lowering drugs in preventing non-faral
and fatal heart attacks in most patient types.
15, Among the methods that Abbott wsed to carry out iis illegal marketing scheme for
TriCor were the following:
a. fraining sales representatives on the offelabel and medically unnecessary uses that
Abbaott wanted to promote. and instructing sales representatives 1o promote those
uses for TriCor when making sales calls to physicians;
k. providing sales aids and roaterials to its sales representatives thut promoted off-

label and medically unnecessary uses of TriCor,

o

providing c¢linical studies, including stodics of other drugs, to s saigs

represeniatives that promoted off-label and medically unncocessary uses of TriCor;

d. training sales representutives to promote TriCor for combination therapy wih
statins, but instrueting them to not discuss or minimize the FDA required warning
regarding the danpers of combination therapy:

2. instructing sales representatives o not openly document offlubel discussions they

had with physicians in their sales call notes, and/or instructing thom to use &

ek
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L

particular code in their call notes to document, but conceal, that they had
promotod off-label uses of TriCon

paving physician speakers 1o proniote oft-label and medically unnecessary uses of
TriCor at Abbott sponsored dinners and continuing education presentations;
training sales representatives to conduet sales presentations in a way that was
designed to lead physicians 1o ask about offelabel uses for Trn-Cor that Abbott
knew the sales representatives were prohibited from initiating absent such a
request;

training sales representatives to make favorable product companisons of TriCor o
competing products when no head-1o-head study had been conducted comparing
the two drugs;

providing sales representatives with cards to give to physicians which containec. a
wehsite address for an Abbott run website that contained materials promoting off-
label and medically unnecessary usc of TriCor;

instructing sales representatives 0 promote off-label and medically unnecessery
use of TriCor by providing them with funds to be used for speaker henoraria
meals, preceptorship honoraria and other henefits to be provided (o physiclans as
a reward for prescribing TriCor tor off-label and medically unnecessary uses, to
encourage them to write TriCor tor off-label and medically vnnecessary uses, or
basedd apon their ability 1o influence other physicians to prescribe Trilor for off-

label and medically urmecessary usss.
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k. pressuring and incontivizing sales representatives to promaote TriCor {or ofl-lakcl

16,

and medically unnecessary uses by setting performance goals linked o market
expanston; ard

pressuring and incentivizing sales representatives to promoie TriCor for off-lakel
and medically unnccessary uses by linking sales representative’s bonuscs o
market expansion.

As a result of Abbolt’s wrongdoing, patients were put at risk of serious physial

harm, and patients and health insueance pavors (including the United States and the States) were

firancially harmed by:

a.

17,

the disruplion or discontinuation of stable and beneficial treatment regimens that
the patients had been on;

the risk of serious side eflects frotn the use of TriCor, such as: rhabdomyolyis
{the destruction or degeneration of muscle tissue)l, myopathy: liver damage;
kidney damage, gallstoncs, pancreatitis: thrombocytopenia; interference wth
other medications; and increased cancer risk, among others:

the imcreased costs associated wilh treating side effects caused or exacerbated oy
the use of TriCer; and

the increased costs associated with taking TriCor in the case of combination
therapy and for other medically unnecessary uses.

As Abbott was fully aware, u substantial percentage of TriCor preseripiions to be

written for the off-label and/or medically unnecessary uses Abbott was promoting would be and

were paid For by Medicare, Medicaid, and other government-funded health insurance programs.

A Abbott was fully aware, a significant portion of the patient segment that Abbott wag farpeting

9
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w th its ilicgal marketing scheme were poor, elderly or disabled. and would be covered by one or
more Government health insurance programs such ag Medicare and Medicaid.

18, Abbott also knew (hat @ substantial portion of the prescriptions for TriCor which
resulied from anlawful remuneration to physicians in violation of the Medicare and Mediczid
apti-kickback statute would be borne by Government health programs, including Medicare and
Medicaid. This is so because & significant portion of the patient population that Abbott sought o
heve preseribed TriCor through ite dlegal payments to phyvsicians were covered by one or more
Covernment-funded health insurance programs.

19.  As a consequence of Abbolt’s illegal markoting scheme, Abbott caused TriCor to
be preseribed when it should not have been and substuntially increased the market for TriCor,
increasing annual sales to well past a billion dollars a year in the United States. Claims for such
prescriptions were submitied to and reimbursed by Medicare, Medicaid, and other Government-
funded and State-funded health insurance programs, Had the United States and the States known
that such prescriptions had been prescribed for off-label und/or medically unnecessary purposas,
or had been induced by illicit ingentives, they would not have reimbursed claims for this drug.
Anbott thereby caused False claims for pavment to be submitted to Medicare, Medicaid, and
other Government-funded and State-funded health insuranee programs. The federal and state
false claims acts provide redress for this conduct.

20, An imponant feature of TriCor that made it so attractive and prolitable for Abbont
to promote for ofl-label and medically unnecessary use is that, as a lipid regulating drug, it is
typically prescribed for long-term daily use by patients. Thus, once Abbott was able to convirce

oi lnduce a physician to preseribe TriCor for a patient. Abboil knew that #t would realize a steady

HY
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stream of illicit profits well into the future, Indeed, Abbott continues to reap the fruits of its
unlawtu! TriCor marketing scheme today 1o the substantial harm of patients and taxpayers.

21, Relator Amy Bergman became aware of Abbott's unlawtul and vielative
marketing scheme for TriCor as a result of her employment by Abbott as a marketing
represendative.  Une of the producly Ms. Bergman was assigned to promote was TriCor. Ms.
Bergman was specifically trained, directed, incentivized and cncouraged by Abbott, as where the
otiier Abbott marketing representatives, to promote TriCor for olf-label and medicaly
unnecessary uses, ad to target and provide illegal financial incentives to physicians in order to
encourage them to preseribe TriCor, including for offilabel and medically unnecossary uses.
Amy Bergman has personal and direct knewledge of the allegations contained in this Amendad
Complaint. Relator Amy Bergman brings this False Claims Act qu/ tam action on behalf of the
United States andd the States o recover damages for the false ¢laims that have been and continue
o be submitied as a diveot resule of Abbott’s unlawful actions described in this Amend:d
Complaint,

i JURISDICTION AND VENUE

22, This is & civil action arising under the laws of the Umited States to redress
vinlations of 31 11L.8.C. §§ 3729 er seg. This Counl bas jurisdiction over the subject matter of this
action pursuant to 38 1180, ¢ 1331, 31 U.S.C. § 3735 and 28 UB.C. § 1345 'this Court has
supplemental jurisdiction over the counts relating to the State False Claims Acts pursuant o 28
LLS.C. § 1367,

23, Junisdiction and venue are proper in this judicial district because this s a distr et
in which an act proseribed by 31 ULS.CL § 3729 occurred, and under 31 US.C. § 3730(b)1)
hecause Abbott is qualified o do busincss in Peansyivania and transacts business within this

district,
it
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24, This action is not based upon allcgations or ransactions which are the subject o'a
civil sunt or an administrative civil money penalty proceeding in which the United States is
already a party.

25.  This action is not based upon public disclosure of allegations or transactions ir a
eriminal, civil, or administrative, or Governmeni Accounting Office report, hearing, audit, or
irvestigation, or from the news media

26.  To the extent there has been a public disclosure unknown to Amy Bergiman, Aryy
Bergman is an original source under 31 U1.5.C, § 3730(ei(41. She has direct and independent
krowledge of dxe information upon which the allegations of this Amended Complaint arc bas:d
and has voluntarily provided the information 1o the Government before filing this action basad
or the information.

27. Amy Bergman has provided to the Attorngy General and the United States
Aitorney {or the Eastern District of Pennsylvania, a writlen disclosure of substantially 3l
material evidence and information Beorgman possesses.

28, Bergman has provided the required notices and disclosures regarding this action

to the States.

Hi. PARTIES

29, Plainttt-Relator Amy Bergman (Bergman) resides and is domiciled wm Heca
Raton, T'lorida, and is a citizen of the State of Flovida.

30, Defendant Abbott Laborstories { Abbott) is a corporation organized under the larws
ol the State of [linois with 1s principal place of business at 100 Abboit Park Road, Abbott Pak,
Ithineis 60064, and is a citizen of [lhnois, Abbott regularly transacts business in this jndical

district.
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31.  Abbott is engaged in the business of manufacturing and sclling pharmaceutica s.
and markets and sells pharmaccuticals nationally and infernationally, Atall times relevant to this
acion, Abbott maintained a national sales force orgamized and supported under the direclion of
Abbott’s national office in Abbott Park, linois. According to Abbott’s Annual Report (Form
10-K3y filed with the United Siates Securitics and Exchanpe Commission ("SEC™) for 20(8,
Abbott generated gross revenue in excess of $7.9 billion for the fiscal yeur ending Decomber 31,
2008.

32, According to annual reports filed by Abbott with the SEC from 1998 through at
least 2008, TriCor has been one of Abbott’s principal products. As a consequence of Abbot s
itlzgal marketing scheme for TriCor, apoual sales of TriCor have increased dramatically In tw
United States, from approximately $403 million i 2002, to approxumnately 51.3 bitlion in 20€38,
its second highest grossing drug for the vear 2008.

33, Abboit’s sales and marketing in the United States are organized by geographic
arcas under the direction of its national sales office. Each arca is organized into regions. axd
cach region is organized into districts and marketing territories.  Abbott employs sales
revresentatives with responsibilities for certain producis within a lerritory.  Sales miaterials.
training and fuding arc provided by or under the direction of the national oilice, Abbott’s sales
resresentatives receive incentive-based compensation that includes an annual salary plus 4 bonus
based on sales within the relevant market,

34, Abbott began marketing TriCor (fenofibrate) in 1998,

35, From July 1, 1999, through January, 2008, Amy Bergman was employed oy
Abbott as a sales representative in its southeast arca, From January 2000 through January 2008,

Bergman was responsible for marketing TriCor in certain territories in Florida,  Bergman

13
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reveived training and sales materials from Abbott and she attended guarterly {raining sessions
rui by representatives of Abbott's national sales office. Bergman was the lead TriCor saules
representative in her region. Bergman is pevsonally {amiliar with Abbott's marketing campaimn
for TriCor, inchiing Abboti™s iliegal marketing scheme for TriCor, and the manner in which 11e
mirketing strategies for TriCor were implomented.

Y., DRUG APPROVAL AND MARKETING RESTRICTIONS

36, The pharmaceutical industry is highly regulated by the Food and Drag
Adminisiration (FDA), and is subject to the requirements of the Food, Drup and Cosmetic A,
2V US.C§§ 301 ¢f seq. (FDCA), and the regulations promulgated by the FDA.

37, Inder the FDCA, phurmacentical drugs may not be marketed in the United Staies
urless the sponsor of the drug demonstrates 1o the satisfaction of the FDA thar the drug is seie
and cffective for each of its intended uses. 21 U 8.C. § 355(a) and {d). Approval of a drug oy
thz FDA for marketing is the final stage of a multi-vear process of study, testing and evaluatior.

38. The FDA docs not approve a drug for treatment of sickness in gonersl. Instead, a
drug is approved hy the FDA for treatment ol a specifie eondition for which the drug has been
tested in paticots and established through significant clinical studics 10 be both safe and effectire,
The specific approved use is called the “indication™ for which the druy may be preseribed. The
FIA will also specify particular dosages determinad 1o he safe and elfective for cach indication.

36, The indications and dosages approved by the FDDA are set forth in the drug’s
lancling, the comtent of which is also revicwed and approved by the FDAL 21 U.B.C, §8352,
355(dy A drug's labeling inchides the printed insert in the drug’s puckaging (package insert).
The FDA will only approve a new drug application 1t the labeling counforms to the uses and

dosages that the FIDA has approved. 21 U.S.C. §355(d).

J4
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40, Under the Food and Drug Admigistration Modernization Act of 1997 (TDAMA},
i a manufacturer wishes to market or promote an approved druy for an alternstive use, Le., uses
nct listed on the approved package insort, the manufacturet must resubmit the drug oy another
sertes of clinical trials similar to those lor the initial approval, 21 U.8.C. §360aaalby & {¢). Unnl
subsequent approval of the new use has been granted, the unapproved use is considered o 2
“gff-label.” Off-label” refers to the use of an approved drup for any purpose, or in any manner,
otier than what is deseribed in the drug’s approved labeling.  Offdabel use includes treating a
condition not indicated in the drug’s package insert, treating the indicated condition af a different
dese or frequency than specified in the drug’s package insert, or treating a4 different paticnt
population {e.g.. treating a child when the drug s approved to treat adulis),

41, Although the FDJA is responsible for ensuring that a drug is safe and effective for
the specific approved indication, the FDA does aot regulate the practice of medicine. Once a
drug is approved for a particular use, the FDJA does not prohibit doctors from preseribing the
drug for uses that are different from those approved by the FDA,

42, Although physicians may prescribe drugs for off-label wsage, the law prohibits
drug manufacturers from marketing or prometing a drug for a use that the FDA has not
approved. Specifically, under the Food, Dirag and Cosmetic Act: 1} 2 muanufacturer may not
introduce a drug Info interstate commoerer with an intent that it be used for an offabel purpose,
arel 2) a manafacturer llegally “misbrands™ a drug if the drug’s labeling {which includes all
marketing and promotional materials relating to the drug) describes intended uses for the drug

that have not been approved by the FDA, 21 U.S.C. §§331, 352,

i3
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43, An off-label use of a drug can cease o be off-labol only if the manufacturer
submits a supplemental application and demonstrates to the satisfaction of the FDA “that the
product is safe and effective for the proposed new use.” 21 U.8.C. §360aas (bi&{c).

44, In addition ro prohibiting manufacturers fromt directly marketing and promoting a
drug’s off-label uses, Congress and the FI3A have enacted laws and regulations intended to
prevent manufacturers from employing indirect methods o accomplish the same improper end.
For cxample, Congress and the FDA have attempted to regulate two of the most prevalent
indirect promotional strategies: 1) manufacturer dissemination of medical and scientific
publications concerning the off-label uses of 15 products, and 2} manufacturer support ior
Continuing Medical Education {CMEY pregranms that focus on of Clabel uses. With regard to the
first practice — disseminating writlen information - the FDAMA only permits a manufactu-er
to disseminate information regarding off-label usage In respoase te an “pasolicited request from
a aealth care practitioner.” 21 LL8.C. §360aaa-6 {emphasis added). In any other clreurastance, a
manufacturer is permitted to disseminale information concerning the off-label uses of a drug
only after the manuficturer bas submitied an application to the FDA seeking approval of the
drug for the off-label use; has provided the materials to the FDA prior to dissemtination; and the
materials themselves gust be n an unabridged form and must not be lalse or misleading. 21
U8, 8§3680gaa (b¥&icy, 36Uaaa-1.

45, Pursuant to provisions in the FDCA, the FDA strictly regulates the content of
consumer and physiclan-based advertising, direct-to-physician product promotion. and drug
Jabeling information used by pharmacentical companies in promoting and selling FDA approved

preseription drugs.

16
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38, Under 21 CF.R. § 202, 1k)}2). any brochures, handouts, slide shows or other
such promotional materials gimed at physicians arc deemed 1o be “product labeling”™ which is
regulated as such,

47 Under refevant FDA regulations, product labeling must be pre-approved by the
DA and conlorm to wery exacting requirements concerning, among other things, drug
interactions, warnings. indicated uses and claims congeming efficacy of u drug or 13 superion 1y
over competing products,

48. All claims made in any labeling material must be truthful, not misleading, and
represent a fair balance of the information about drug risks a3 compared with information abxat
drug benefits.

45, Any fullure to faicly and accurately represent the required inlormation abow a
preseription drug is considered mishranding and 1s a false and fraudulent statement as 3 matier of
law. Sge, 21 U.8.C. §§ 331(a) and {b), 352(a), (D and {(n); 21 C.F.R. § 201.57.

0. Pharmaccutical promotional and marketing materials and presentations lacking in
fair balance or that are otherwise false or misleading violate the FDCA, and regulaticns
promulgated thereunder. Such violations exist where promotional and marketing muterials and
presentations for an FDA approved druy:

{a} Minimize, understate or misrepresent the risks, contraindications
amd complications associated with that drug;

{h) Promuote off abel indications of the drug which were not FDA-
approved indivations, or expressly or implicitly promote unapproved
uses and dosing regimens for which the drug is not indicated;

{c} Make comparative claims about the drug that have not been
demonsteated by substantial cvidence, such as comparative clinical
studies with competing drugs and/or drug mdications of patient
usage, warnings amd safety ¢laims including side effects, physician
preference, or
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{(d3 Are otherwise false, misleading or lacking in fair balance in the
presentation of information about the drug being marketed or any
competing drug.

51, With regard to manulacturer invelvement o CME programs, the FDA's
examination of these practices led to publication of an agency enforcement policy in 1937
entitled, “Guidance for Industry: Industry-Supported Scientific and Educational Activities,” 32
Fed. Reg. 64,074, 64,093, 1997 WL 740420 (F.R (1997, This guidance document states that
CME programs must be truly independent of the drug companies, and sets forth a rumber of
faztors that the FI3A will consider in determining whether a program is “free from the supportiag
coempany’s influence and bias.” #d These factors include, among others, an examination of the
relationship between the program provider and supporting company, the company’s control of
coentent and selection of presenters, whether there is a meaningful disclosure of the conpany’s
funding and role in the program, whether multiple presentations of the same program arc heid,
wicther the audience is selected by the sales and marketing department of the company, aad
waether information about the supporting company’s product s disseminated afer the itial
program vther than in response to an unsolicited request. Jd. The promotion of off-label drug
uses at a CME program which fails this test of “independence™ violates offtlabel marketing
restrichons,

52. In sum, the off-label regulatory scheme protocts patients and consumers by
insuring that drug companies do net promote drugs for uses other than those found to be safe and

eifective by an independent, scientific governmental hody, the FDA.
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V. TRICORAND ABBOT'SITLLECGAL MARKETING SCHEME FOR TRICOR

A BACKGROUND AND PLAN

53, The FDA has approved TriCor for the treatment of specific medical conditions
accompanied by certain warnings and resivictions.  The FDA also has approved a specific
package ingert for TriCor. The TriCor package insert is aftached hereto and incorporated by
reerence as Dxhibit 1,

54, When Abbott began marketing TriCor in 1998, Abbott had hoped to find &
substantial market for TriCor, and to that cnd Abbott heavily promated TriCor through #s in-
heuse sales foree and by other means. Despite initial efforts at legitimate promotion of TriCor,
Abboit was only able to capture a small percentage of the lipid regulatng drug market w'th
Tilor. This was se because Triflor facked meaningful positive ootcomes data in the clinical
studies done with TriCor, and hecause many of #s competitor lipid regulating drugs (pringipa Iy
statins), had become the drug of choice for most physicians.  The reason the compethor
medications wore the drug of choice of 50 many phyvsicians was because these other drugs had
significant ¢linical trial data supporting their efficacy in reducing cardiovascular morbidity and
mortality, whereas TriCor did not.

55, Abbott, seeking to bolster il rovenues from the sale of TriCor, Jaunched an illicit
markcting scheme intended o increase sales, including to Government-funded health insurarce
programs, lhrough the promotion of off-label and medically wnnecessary uses for TriCour
Abbott's illegal marketing schome for TriCor involved inducing physicians 1o prescribe TriCor
for such uses through false. misleading and illegal off-label promotion of TriCor, and through

ilegal remuneration to physicians. The natural, intended and foreseeable effect of such unlawiul
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cenduct was claims for pavment being submitted to Government-funded health plans that were
misitgible for retmbursement pursuant to these programs’ requirements and regulations,

B. TriCor's Approved Indications

56.  IriCor is described in the Package Insert as a “lipid regulating agent.”

57.  TnCor is indicated as an adjunctive therapy to diet for treatment of adull paticnts
with certain types of hypercholesterolomia, mixed dyslipedenia, or hypertriglyceridemia.

38, With regard to the efficacy of TriCor in producing positive cardiovascwar
ottcomes, the Package Insert states: “The effect of TriCor on cardiovaseular morbidity a1d
mortality and non-cardiovascular mortality has not been established.”

59, TriCor is nef approved or indicated as a first-line drug for treatment {or digbeic
patients.

6. TriCor is rot approved or indicated for combination therapy with statin drugs.

61, With regard to the use of TriCor in combination with stating, the Package Insert
contains spocific warnings. Under the heading “WARNINGS,” the Product {asert states: “The
cembined use of TriClor and HMOG-CoA reductase inhibitors [statins] should be aveided unless
the benefit of further alterations in lipid levels is likely 10 outwceigh the increased risk of this drug
cumbination.”

62. The Package Insert further indicates that such combination uses of fibric acid
derivatives [such as TriCor] and statins are associated with rhabdomyolysis. markedly elevated
craatine kinase levels and myoglobinuria, leading in 2 high proportion of cases to acute renal

failure.
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C. OFf Lakel Promotion of TriCor ax a First-Line Treatment for Patients with
Dinbetes

63, Diabetes i a significant health problem in the United States, with an increasiag
number of patients in the United States being dingnosed and treated for the disease. O
complication of diabetes that diabetic paticats face s heart disease, with a significant number of
disbetics expericncing heart attacks, even those with normal or only slightly abnormal
cholesterol levels. Because of an apparent increased risk of heart disease from diabetes, tae
American Disbetes Association recommuended that diabetics, even those without evidence of
heart disease ot significantly abnormal cholesterol levels, be prescribed Hpid lowering drugs.

64.  As a consequence, Abbott viewed the diabetic patient population as a prime asd
tucrative target for its Hlicit marketing scheme for TriCer. Thus, a key component of Abbot’s
urlawful marketing scheme for TriCor has been to promote the drug o be utilized as a first-line
drug teatment for disbetic pauents.

65, Abbott marketed TrCor as a fust-line drug for treatment of diabetic
pilients despite the lack of an FDA approved indication for such use, and despite the fact that no
clnical study dawa demonstrating TriCor’s efficacy or safety in the diabetic paticnt population as
a first line treatment effvcting cardiovascular morbidity and moriality was contained in the
peckage insert,

66, As such, Abbolt's marketing of TriCor as s fist-line drug for treatment of
diabetic patients constituted tHegal off-label promotion of TriCer,

67.  Abbot sales representatives were instructed 1o atiend national/regional meetir gs
quarterly to review and discuss Abbott’s marketing strategy. The meetings were run by the saes
trainers and members of the Abbott TriCor marketing 1gam. At these meetings, Abbott sa.es

represeniatives were trained on how to promete TriCor to physiclans and were instructed 1o
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{usus on the diabetic patient type. Abbott sales representatives were told that the digbetes market
wag expanding at an increasing rate, and that they should specificaily target diabetic patients.

68, As a conscguence, 1riCeor as a first-line drag for the treatment of patients wth
diabetes was stressed to physicians in sales calls by Abbott's sales representatives from al lenst
2002 1o 2008,

69,  Abbott’s sales representalives were given specific, detailed instructions fur-
overcoming physician obicetions to the use of TriCor as a first-line treatment for diabetiis,
mncluding stated preferences for othor pharmaceuticals and objections based on the fack of
ovtcomes data and concerns with product salety. The sales reprezentatives were instructed to
open calls with physicians by referencing diabetic patients with mixed dyslipidemia, in order to
promote new business by specifically targeting such pationts,

70, In order to effectuate its illicit marketing schome, Abbott instructed #s saes
representatives o promote TriCCor over statins and over other fibrate drugs for diabetic patients.
Because TrCor lacked meaningful study data establishing TriCor’s safety and efficacy in
preventing heart attacks in digbetics, Abbott instructed its sales repregentatives to use stadies of
gemiibrozil, another fbrate drug, that did have positive outcomes data to support the use of
TriCor, and further directed its sales representatives to miake false and misleading statements to
physicians regarding the effectiveness of TrCer,

7L Specifically, Abbott sales representatives were instructed by Abbott to promote
TriCor 10 physicians for treatment of diabetics by citing to the VA-HIT Trial {a clinical study
that examined the benelils of the fibrate drug gemfibrozi] for disbetic patients for a redustion in
cerdiovascular events). and by claiming # showed that fewer patients had to be treated wittia

fibrste, like TriCor. compared to a statin before one xees a reduction i events.
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72, Because the VACHIT Trial was a stady of the effects of gemfibrozil, not TriCor,
Ahrbott’s use of the study to support the oif-label nse of TriCor was patently improper. as well as
false and misleading. Abbott used the study as part of its llicit marketing scheme for TriCor in
arder to respond to doctors’ concems about the lack of positive outcomes data for TriCer
of ceriain cardiac events with the use of a fibrate drug, However, Abbott’s efficacy claims Jor
TriCor based on the VA-HIT Trial were not supported by the data and were contrary to the
peckage insert for TriCor which stated that, “The eliect of TrCor on cardiovascular morbid ty
ar & mortality and non-cardiovascuiar mortality has not been established.”

73.  Abbott alse instructed its sales representatives o use the VASHIT Trial to
convinee physicians that TriCor was the better drug of choice for diabetic patients, over both
stating ad gemfibrozil, In support of this offort, Abbott instructed {15 sales representatives to tell
physicians that TriCor would have better results than what was seen with gemfibrizol in the
study based upon a lalse and misleading assertion that TriCor was a stronger fibrate dmg than
gembthrizol and would therefore have a greater positive impact 0g cardiovascular morbidity and
mortality in diabetic patients,

74.  The release of the Heart Protection Study (HPS) subgroup analysis in 2003 had a
major impact on physicians’ troatment of dishetic and other high risk paticnts.  The study
reporied that lewering LDL choelesterol levels with stating in disbetic patients, even those with
low or moderate [LDDL levels, had a significant impact on cardievascular morbidity and mortality.
As a result of the HPS subgroup analysis. many physicians concluded that every high risk patient
{ciabetic, corenary beart discase’ should be placed on a statin ay (rst-line treatment, regardlass

oi-the patient’s lipid levels. This presented a marketing obstacle for TriCor because TriCor s a

Tt
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not a statin and i3 infortor to stating in reducing LIDL cholesterol levels. [n response, Abbutt
instructed its sales represcatatives to either sell physicians oo using UriCor instead of a statin by
trying to get physiciang 1o locus on other cholesterol types, ur to get physicians to prescrise
TriCor in addition to a statin.

75, If the patient was already on statip therapy, the representatives were instructed to
use the VA-HIT trial to convince the physician to preseribe TriCor in addition 1o a statin,

76, 1f the patient was nof already being treuted with a statin drug, Abbott’s salcs
resresentatives were instrucied to urge the doctors to prescribe TriCor as a fiest-line treatment Jor
thy diabetic patient instead of a stalin,

77, To support the off-label use of TriCor instead of a statin in diabetic patients,
Anbott’s sales representatives were instructed to utilize the Heart Protecdon Study subgroup
aralysis (which suggewied that gemfibeozil, as comparsd 1o the statin Zocor, required fevwer
priients to freat to reduge the bkelihood of an adverse cardlovascular cvent) to show that Bbrates,
as a clgss, are better than stating for the diabetic patient.

78, inaddition to utilizing the studdy results for gemfibrozil 1o promots a “class effeat”
for the entire {ibrate class (including TriCor), the sales roprosentatives were also 1wld 1o meke
etficacy claims for TriCor gy 4 superior fibrate by telling physicians that TriCor 13 safer and more
potent than gemfibrozil,  Abbott encouraged the sales sepresentatives 1o make presontations in
which the represcatatives encouraged physicians to write for TeCor rather than gemfibrezil
because TriCor was more efficacions than gemfbibrozil in reducing trigiycerides and inereasing
HDI, and because the physicians would see better outcomes in their diahetic patients, Abtott
sales ropresentatives were encouraged to utilize gotual patients” lab results to liustrate he

eificacy of TriCor in order to generate sules.
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79, From approximately 2006 throngh Bergman’s termination in 2008, Abbott’s sales
representatives were provided with a non-branded sales aid to use in the murketing of TriCor,
This sales aid furthered Abbow's illegal marketing scheme by compiling a summary of studics
supporting the off-label and medically unnccessary uses for TriCor that Abbott wanted its saley
representatives to promote. None of the studies in the sales aid was based on any outcomes deta
for TriCor, and therefore the sales aid to promote TriCor to physiciang was false and nusleading.

80, To further iis itliclt marketing scheme for the promotion of TriCor, Abbutlt
distributed 8 “Faint the Picture” concept of a IriCor patient type, which prominently featurad
and focused on disbetic patients. The “Paim the Picture” concept was presented at all of
Abbott’s nationat and regional sales meelings,and the fraining involved role playing exercisss oy
seles representatives.  Coplies of two of the “Paint the Picture™ training material handouts ore
attached hereto und incorporated herein by reference as Exhibits 2 and 3, Exhibit 2, in particalar,
demonstrates many of the features of Abbott’s false and musleading marketing schome for
TuiCor.

81.  The DAIS Trial was another study provided 1o Abbotr representatives throughcut
the country. Abboft sales representatives attending Abboit's regional salcs meetings were
trained by Abbott 1o use the DAIS study in their sales presentations to promote off-label use of
TriCCor in diabetics. Although the DAIS Trial 1s not referenced on the Trilor package nsert,
Abbott sales representafives were instrucled by Abbott to summarize select aspects of the stuly
and to stress the positive points of the study in presentations to physicians,

82,  The DAIS Trial study was utilized by Abboti from approximately 2001 untd at
Jeast 2008. Attached hercto as Exhibit 4 and incorporated herein by reference is a copy o' a

training handout concerning the DAIS Trial provided to Abbott sales representatives by Abbtt.
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The DAIS Trial study was utilized by Abbott to try to show “Outcomes for TriCor.” Telling of
Abbott’s off-label intent and inlent to mislead in referencing the study, the handout makes 1o
reference to the fact that the stady was not evaluated by the FDDA as part of the approval of
TriCor, and makes no reference to the fact that the TrCor's package insert wamns that the effect
of TriCor on cardiovascular morhidity and mortality has not been cstablished. Also teiting s te
fact that the handout instructs sales representatives to “avoid lpid parameter discussions unless
brought up by physician.” The handout also instructs sales representatives 1o “verbalize™ 11w
results of the study instead of showing the study o physicians. This1s so because a review of L1e
study report itself would reveal that the study was conducted on a small number of test subjecs,
and the study report notes that the study was mof designed to “examing clinical endpoints™
{¢linical cutcomes).

83 Initially, Abbott’s sales representatives were instructed by Abbolt o tell
phiysicians that DAIS was the first study o show that treating g Type 2 diabetics with TriCor
slows the progression of eoronary artery diseases, and that DAIS showed a 40% reduction in the
progression of athorosclerasis and a reduction in clinfeal evenls by 23%. However, afler
Abbott’s management realized that the information was not recognized by physicians as va id
pricomes data because the design of the study was based on angiographic date, Abbott reducad
the cmphiasis oo the shudy,  Notwithstanding the reduced emphasis, sales representatives
continued fo utilize the DAIS Trial wn support of sales presentations in an cffort to comance
physicians that DAIS showed there was positive outcomes data for the treatment of diabede
patients with coronary artery diseasc, and that they should use TriCor as a first line reatmicnt in

diabetic patients,
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D. Off-Label Prometion of TriCor for Combination Therapy with Statins

84,  Another kev component of Abbott’s illegal marketing scheme for TriCor was the
off-label promotion of TriCor for use in combination therapy with statins. Because TriCor was
net approved by the FDA for use in combination with stating, and because the FDA mandatad
packuge insert containg a specific safety warning regarding the combined use of TriCor wth
statins, Abbolt's oif-label combingtion therapy markering strategy included voncealoent of the
aff-label nature of the combination and the deceptive minimization of the significant risks of
such use ¢ombined use.

85. As discussed in the sections above, stalins becamne widely presenbed oy
plysicians as the primary choice for treatment of coronary beart discase and as preventive
therapy for high risk paticnts, such as diabetics, As a result, for those physicians and/or patients
that Abbott could not convinee 1o select TriCor over a statin, Abbott sought to have the physician
prescribe TriCor in addition 1o a statin. In essence, Abbott adopted an “if vou can’t beat them,
joint them™ strategy. Unfortupately for patients, Abboit's strategy exposed them to additional
health risks without demonstrated cardiovascular benefit, and subjected patients and third pa ty
peyors, such as Mediecare and Medicaid, 10 unnceessary medical expenses.

86.  Abbott’s strategy to enhance TriCor salus by promoting doctors® use of TriCor in
combination with statins was outside of the FDA approved indications for TriCor. was
inconsistent with the FDA linding that TriCor has no effect on cardiovascular morbidity and
mortality and nen-cardiovascular mortality, ran afoul of the safety warnings contained in the

package inscrt regarding combined use with stating, and was contrary fo the law.
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87.  From as early as 2002 and continuing to gt least 2008, and upon information asd
belief, continuing to the present, Abbott Instructed ity sales represcatatives to promote TriCor for
atf-label use and medically uimecessary use in combination with statins,

88, The TriCor package insert makes clear that there are significamt heaith risks
associated with combined use of TriCor and statins, and that the benefits of TriCor on cardiac
outcomes {morbidity and mortality) have not been established.  The TriCor package insert
specifically cautions that TriCor should be used in combination with stating only in a patient
where the physician has determined that the benefits of adding TriCor outweigh the nisks or
dedng so. Abboti, seeking to avoid thig obstacle to its marketing scheme for TriCor, minimized
information concerning the risks of the combation of TriCor with statins in ity marketing
efforts and sales representative training, and instructed sales representatives to do the same in
thair meetings with doctors., Not only did Abbott’s acticns fail to present a balanced presentalion
regarding the bencfits and risks of TrCor to physicians, it alse endangered the very patients
Asbott was purporiedly trying to help.

82, To maximize the impact of 18 illegal marketing scheme, Abbott instructed its
sales representatives to target physicians who wrote farge numbers of prescriptions for statins,
ard provided s sales representatives with reports providing information regarding the
prescribing habits of the physicians within their territory. Attached as Exhibit 3 and incorporated
herein by reference, are copies of sgveral sample physician lists that Abhott provided o Amy
Bergmoan for use in fargeting physicians,

90.  Abbott sales representatives were taught and instructed by Abbott to deceptively
promote combination therapy in mectings with physicians without diseussing or by minimizing

the risks of such use, as well as the critical importance of weighing the benefit against the

28



Case 2:09-cv-04264-CDJ Document 18 Filed 01/06/12 Page 29 of 104

increased risk-of combination therapy, as described in the package msert, aned as reguired by the
FDA and the FDCA,

1. Abbotl provided training and scripts to s sales representatives that instructed the
reprasentatives on how to interest and encourage doctors to preseribe TriCor in combination w th
atatins, The training and scripts did not mention thal the use was off-lgbel,

§2.  Abbott also provided itz sales force with written promotional materials which
tonted the beneiits of combination therapy involving TriCor and statins.

93.  Abbott also et up continuing medical education programs for physicians, aad
used the progmms to promote TriCor {or off-abel and medically unnecessary uses, Abbow
wauld provide a speaker who supported combination therapy, often without discussing the
denpers and without providing copigs of the package insert which would have revealed the
warnings and the information regarding the Tack of efficacy of TriCor und the saftty concerns,

94, One of the studies thal Abbotrt misleadingly used 0 promote the offvlabel
combined use of TaCor with statins way the Mcorck Safari Study, The Merck Safart Study
aradyzed the effects of Zocor, & statin, in combination with TriCar on triglyceride levels. The
Safari Study was niot included on the package insert for TriCer. Importanily, the study was 1ot
designed to study reduction of coronary heart disease events, Nonctheless, Abbott sales
reproesentatives were taught to use the Salan Study in discussions with doctors {o promole the
combined vse of TriCor with statins as safe and elfective.

G35 Abbolt instructed its sales representatives to foeuy on the fact that there were no
reported drug related complications experienced during the Safari Trial.  What Abbott did not
highlight was that the combined use portion of the study was of very short duration (12 wecks),

and that the claims of safety and efficacy that Abboit had Bis sales representatives make were not
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supported by the data and were directly contrary to the warnings on the package insert that the
cembmation of TriCor and statins “should be avoided unless the benefit of further alterations in
lipid levels is likely to outweigh the risk ol this drug combination.”

E. False und Misleading Efficacy Claims

96. Ancloment common to Abbott's illegal marketing scheme for TriCor for both vse
as « first ling treatment in diabetics and for combination therapy with statins was the use of faise
ard misleading efficacy claims ot TriCor.

97.  Although the TriCor packuage insert states that TriCor’s effect **on coronary he irt
disease morbidity and mortality and non-cardiovascular mortality bas not been established.”
Aobott nonethicless falsely promaoted TriCor, both alone and in combination therapy with statins,
as having such positive outcomes.

98. A comprehensive study evaluating the effect of TriCor in type 2 diabetic patients
wis published in 2003 and confirmed that TriCor lacked efficacy in veducing coronary beart
discase in type 2 diabetics. Results from the Fenofibrate Intervention and Event Lowering in
Diabetes Study (FIELD Study) were subsequently added to the TriCor package insert, along with
a new entry entitled “Important Limitations of Usc,” which stated “Fenofibrate at a dose
eruivalent of 145 myg or TRICOR was not shown 1o reduce coronary heart disease morbidity and
mortality in a large. randomized controlled trial of patients with type 2 diabetes mellitus.” The
new entry o the package insert also observed that study test subjects taking TriCor actually
experienced un Vinercase in total and coronary heart disease mortality,” bul deemed it not
statistically significant.

99, laan cffort to blunt the fmpact of the resulis of the FIELD Study on iis marketing
scheme for TriCor, Abbott coached its sales representatives on how to downplay the studv's lzck

of positive outcome data regarding coronary heart discase mortality.
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160, Decause of the lack of positive cardiovascular outcomes data for TriCor, Abbiti
m sleadingly used positive outcomes data of studies involving other fibrates drugs (ot TriCor,
bt drugs such a3 gemfibrozil) to claim the existonce of a positive class effect for fibrates on
cardiovascular morbidity and mortality, Abbolt instructed its sales representatives, and providad
them with marketing materials to use, to misleadingly claim that TriCor would have the sanae
positive oulcomes as the other {ibrate drugs {particularly gemfibrozil), and further instructed s
sales representatives to claim that TriCor would produce better outcomes that these other fibrute
drogs. Since there was no substantial evidence o support such claims, and since they were
contrary to the package insert. it was false and misleading {or Abbott to market TriCor in this
manner,

{61, For example, the Helsinki Trials was a study of gemfibrozil, a fibmte, which
showed that gemfibrozil caused a signifigant reduction in coronary heart disease deaths and heart
atacks in the primary component of the study. The Helsinki Swudy did not involve TriCor
Nonetheless, Abbott sales representatives were taught (o use the study to claum that fibrates a a
class (including TriCor) caused a significant reduction in cardiac mortality and morbidity.

102,  Ablhough TriCor was not invelved in the VA-HIT study, Abbott instructed its
sales reprosentatives to use the VA-HIT Study to respond to doclors’ concerus as to the lack of
outgomes data for TriCor.  Abbott’s efficacy claims based on the VA-HIT lrials were not
supported by the dats, were contrary to the package insert, and were false and misieading in
vickation of the FDCA,

153, Abbott instructed sales representatives (o use the DAIS Study to suggest that use
of TriCor resulled in positive outcome data on coronary mortality and morbidity, although ihe

DATS Study did sot examine cardiac ovenrs. mortality or outcomes. The DAIS Study was not
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included in the package insert, and Abbott’s claims of efficacy were not supported by the da g,
and were therefore false and mislkeading in violation of the FDCA.

104,  Abboti sales representatives werg also frained to use a misleading comparison of
thi Merck Heart Protection Study invelving a slatin, to the VA-HIT trial invelving gemfibrozil a
fibrate, 1o ry to convinee doctors that TriCor was a superior drug for physiciang 1o use in treating
thetr diabetic patients, The premisc of the comparisan was to suggest that fibrate drug outcomes
{a3 a class) were superior 1o statins based upon a comparison of the so-called “numbers needed
treat” before a cardiac event reduction was realized. This usc of the Merck Heart Protection, as
woll ag the VA-MIT wial, was patently improper. false and misleading, and made unsubstantiatad
efficacy claims for TriCor.

105, “The ACCORD Study, which evaluated the elfects of combination lipid therapy in
tyse 2 diabetics using TriCor and the statin drug simvastatin, was published in 2010, The stuly
faded to gengrate positive outcomes data for the combination therapy. The conclusion of the
study authars was that the “combination of fenofibrate {[TriCor| and simvastatin did not reduce
thz rate of fatal cardiovascular events, nonfatal myocardial infarction [heart atlacks), or nenfaial
stroke, as compared with simvastatin alone, These results do not support the routine usc of
cerobination therapy with fenofibrale und s<imvastatin to reduce cardiovascular risk in the
majority of high risk patients with type 2 digbetes.” Attached ag Exhibit 6 and incorporated by
reference herein is a copy of the New England Journal of Medicine reporting the results study.

106, As a consequence of the results of the ACOORD Study, the FDA issued a Drug
Safety Communication informing medical providers and the public regarding the results of the
ACCORD study, making changes fo the package insert for TriCor's more recent cousin drug

Trilipix (fenolibric acid). and requesting providers report adverse events. A copy the FDA Drug

(el
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Safery Commurnication is attachcd as Exhibit 7, and incorporated herein by reference. The FLA
did not issue a similar alert for TriCor becuuse TriCor was not approved for combination therasy
with statins. Additionatly, the package insert for TriCor had bocn amended in September 261 1.
and igeluded increased warnings regarding a lack of efficacy ol TriCor in treating type 2 diabeic
patienis. A copy of the Scptember 2017 TrCeor package insert is atached at Exhibic 8 awd
incorporated herein by relerence.

107, The failed ACUDRD amd FIELD studies also prompted researchers o explore
why hbrate use in the United States has icreased despite the lack of positive outcomes daa,
while the use of {ibratcs in Canada has remained stable. The study, Use of Fibrates in the Unitad
States and Canada was published in the Journal of the American Medical Association in March
20011 The study found that “the use of fibrates steadily tnoreased during the last decade i3 thie
{Iited States but not in Canada, even as evidenee emorged 1o question the benefits of newer
fibrates in the contemporary statin era. Increased use in the United States appears to be largely
driven by a steady increasc in fenofibrate use of nearly 200% during the study poriod [2002
through 20091, The study goes on to report that fenofibrate comprised 47.9% of the Gbmule
peeseriptions in the United States in 2002, and comprised 03.2% of the fibrate prescriptions in
the United States in 2009, The study continues by noting that, “his patiern is paradoxical to
declines that might have been expected because the only clinical evidence for fenofibrate during
our study period was the FIELD trial, which failed to find a significant reduction in the princry
erd point of coronary events in a diabelic population.” The study observes that “the use of
fenofibrate wag mereasing both before and afier the FIELD study were published. suggesting
that other factors beside clinfcal trin evidence are imfluencing fibrate prescription patterns”

The study continues that “brand name fenofibrate {mainly TriCory was the predominate

Lk
Lad



Case 2:09-cv-04264-CDJ Document 18 Filed 01/06/12 Page 34 of 104

fenafibrate product used in the United States, accounting for 90% of the fenofibrate market sheve
urtil recently,” In the study conclusion. the authors note that fenofibrate dominates the market
despite it having the least supportive clinical cuteome evidence.™ A copy of the study is attach>d
hereto as Exhibit 9 and incorporated by reference.

108.  The fenofibrate paradox {increascd use of fenotibrate i the United States despie
negative trial resulis) also garnered the attention of the popular press in 2011, Ina story by ADRC
News correspoadent Jane E. Allen in March 2011, entitled Doctors Push Fibrare Cholesterol
Diugs Despite Seant Evidence of Fffecriveness, she reports on the FIELD and ACCORD suly
results, and includes guotes from several notable physicians conceming the questionable use of
TeiCor.  Omne of those quotes 1s from Dr Steven E. Nissen, Chatrman of Cardiovascu ar
Medicine at the Cleveland Clinie, who siates: “1'his is a classic example of marketing triumphiag
over seience.” The article also includes quotes and commments from TriCor’s proponents, who
observe the TriCor hag its valid uses — and TriCor does have its valid uses. Unfortunately tor
ccuntless patients and {or the Amcrican taxpayers, Abbott was not content with marketing
TriCor for just those legitimate uses, and instead sought to enrich itseif at die expense of pationts
ard Government and State funded health insurance programs by marketing TriCor for off-label
ar f medically unnocessary uses.

F. Overcoming the Pharmacist Obstacle

109, Onpe of the obslacles that Abbott encountered in implementing its itlicit scheme to
promote TeiCor for off-label combination therapy with stating wag pharmacists questioning the
combination duc to the safety issues with combination therupy.

0. As a prescription drug, prescriptions for TriCor would generally be filled by a

pharmacist.  Many pharmacies have systems in place to alert pharmacists when dangerous or
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ursafe combinations of drugs are prescribed by physicians for their customiers. Because of the
safety warnings regarding combined use of TriCor with stating in the TriCor package insert, in
those pharmacics with alert systems, the pharmacisis would receive alerts when filliag
preseriptions for TriCor when the patient was also taking a statin, Other pharmacists, because of
their familiarity with the warnings contained in the package insert, would also question the
cemhination therapy,

111, Upon receiving an alert regarding the potentially dangerous and unsife
cembination of TriCor and a statin when filling a prescription for 11iCor, or otherwise being
avsare of the danger, pharmacists would contact physicians to alert them of the danger and to
confirm whether the physictans still wanted the prescription for TriCor filled.

112, As a result of pharmacists contacting physicians questioning the combination of
TriCor with a statin, physicians who had not been mformed of the dangers of combination
therapy or its ofi-label nature by Abbott sales representatives, became aware. This resulsed in
resistance {o combination therapy by those physicians, snd resulted in push-back by physicizns
roward the Abbott sales representatives.

113, In some instances, pharmacists simply sefused to fill preseriptions  or
combination therapy.

114, Abbuott realized thar if it did not address this issue with pharmacists, its plan br
expansion of combination therapy for I'rior wonld be hampered.

118, To address this {ssue in Amy Bergman’s tenritory, Abbott identified pharmacists
in Palm Beach County, Florida, whe would not process prescriptions for TriCor in combination
with a statin at all or without physician verification. Abbo#t then had Bergman assist with setting

up o seminar for local pharmucists and Abbott paid a physician o make presentations to “he
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ptarmaeists regarding the use of TriCor in combination therapy with statins. The presentatisn
pramoted the combined use of TriCor with siatins. represented the use a3 safe, and did rot
include the package insert and minimized the information regarding the possible dangers of
¢ mbination therapy.

116, As a consequence, pharmacist resistance to filling prescriptions for the offlatet
ccmbination therapy of TriCor with 4 statin was substantially reduced in Bergman’s wrritary,

117.  Upon information and belief, similar pharmacist seminars or related efforts ware
tasen by Abboft in other territories around the country to address the issue of phammacist
resistance 0 filling prescriptions for TriCor combination therapy with stating,

G. Concealment of the Off-Label Promofion and Abbott’s Hlegal Marketing of
TriCor

118,  Abbot actively sought to conceal the existence of the off-label discussicns
regarding combination therapy its sales representatives were having with physicians,  Althoogh
Abbott’s sales representatives were required to make “call notes™ after meetings with docters,
Abbott instructed s sales representafives not to openly record the existence of off-label
discussions in their call notes, Whenever Abbolt representatives had off-label discussions with
doctors concerning combination therapy of TriCor with statins, they were nstructed 16 use the
code “BOR” [henefits outweigh risks] or similar codes in their call notes.  Attached hereto as
Exhibit 10 is an example call note evidencing the use of the “BOR” eode.

119, Further, upon information and belicl m 2009, in an effort to conceul [alse,
misteading and off-label marketing materials Abbort had provided is salcs representatives to use
ir marketing TriCor, Abbott directed is sales represematives to return all copies of a none
branded sales aid that Abbott had provided to its sales represontatives o use in promoting IriCor
for off-label and medically unncecssary uses. The non-branded sales aid in issue, an aid which
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Amy Bergman had been provided by Abbott and used in her marketing of TriCor, contained a
m.mber of studics of other drugs {including the VA-HIT and Heart Prorcetion Studies), and was
designed to promote TriCor for offelabel and medically unnecessary uses In violation of the
marketing restrictions under the FDCA and FDAMA

H. Iilegal Payments ta Doctors

1201 As par of s illegal marketing schenme for TriCor, Abbott made and caused othars
to make illegal kickbacks and prohibited remuneration to physicians in order fo induce them to
prescribe TriCor for Medicare, Medicaid and other Government health insurance programs’
covered patients. including for off-label and medically venecessary use,

121, Federal statutes and regulations prohibits the offer or payment of somuneration of
ary kind, including kickbacks and bribes, cither directly or indirectly, cash or in kind, in erder to
induce 2 provider to order or prescribe an ilem or service which may be paid for by the
Madicare, Mcdicaid and certain other Govemment health insurance programs. This prohibition
includes offering or paying remuneration to induce a physiciun o order or prescribe off-lalel
arsd/or medically uanecessary services and drugs, as well as for on-label and medically necessery
services and drugs.  This s so because kickbacks have the offect of reducing a patient’s
healtheare chofees and quality of care by corruptly influgncing physicians o steer patienis to
progducts based on the physician™s own financial interests, rather than on the patient’s medi:al
needs. Kickbacks also undermine the physician’s own medical judgment as to which drug te
preseribe, sometimes subtlety and even unconsciously. Kickbacks also tend to increase the costs
to Government health insurance programs by increasing the cost of health care.

[22.  Despite ithe prohibition on kickbacks, Abboit directed its IniCor sales
representatives to identify doctors whe wrote a large number of prescriptions for statins or for

other cholesterol drugs, and then encournged the sales representatives to find ways to financially
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indfuce the doctors to wz:i_ze prescriptions for TriCor. With respect o those physicians that wore
alyeady writing prescriptions for TeiCTor, Abhott instructed its sales representatives to lind ways
to financially reward those doctors for writing prescriptions for TriCor, and to incentivize them
10 write more prescriptions for other patients.

123, To carry out Abbott's kickback plan, Abbott sales representatives would have
leam meetings o roview preseribing habits of doctors and o determine which doctors o provide
financial inducements. Abbott sales representatives and managers referred to this as keeping or
putting a physician “on Abboll’s payroll” Such mectings and discussions specifically vecurrzd
in Amy Bergman's sales region, and on information and belief, occurred in Abbott’s other sales
reions throughout the country,

124.  Abbott’s sales representatives were given quarterly allowances to use to provide
financial incentives 0 physicians {referred to as their “war chest”™), and also had access lo
additional funds threugh a third party vendor Abbott provided funds for sales representatives to
use for meetings and dinner programs. The {inancial incentives provided fo physicians ook a
auvmber of forms, and depending on the time period and AbboilU's scensitivity to regulatory
scrutiny at that particular time, the type of incentive was limited only by the imagination of the
particular sales representative and their manager. 13y way of example, attached as [xhibit 11,
and incorporated herein by reference, are sale reprosceptative proposals for physician inducements
made by sales representatives in Amy Bergman’s reglon.  The lists include: fly-away programs
where doctors would spend the weekend at a resort/hotel and receive an honorarium or CME
cradits. boat and [ishing trips, golf outings, sporting events and theater events and dinner event,

125, Among these typey of imlucements that Amy Bergman s personally aware were

provided by Abboti to physicians were tunches, dinners. trips 10 resorls lor conlorences, thea &r
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pragrams, professional football games and concerts. These events were usually awcompanicd by
a brief talk about TriCor,

126, Abbort’s TriCor sales representatives were also encouraged to organize dinner
“rundtable”™ programs for doctors. Financing for these dinper roundtables was provided amd
approved by Abboit’s conteal office,

127, The speaker for the dinner roundtable would be a doctor targeted for inducement
by Abbott. The targeted doctor would receive 5300 or more as a speaker fee and free dinner at
an expensive restaurant,  To provide an audience for the roundtable, the speaker would inv e
stall members, friends and fellow practitioners, including doctors in specialties unrelated fo
coronary care or cholesterolitriglveeride management. The targeted doctor would be providad
with a study to review and discuss at the roundtable. Often, the study would be scleeted because
it supported the off-label use of TriCor. Amy Bergman organived an number of these dinners at
Abbott’s direction.

128, Abbott alse used, at various times. precepiorships to provide payments to dactors,
The preceptorships invelved paying a physician a fee for allowing an Abbolt sales representative
to “shadow™ them for a day. In exchange, the physician would receive 4 puyment of between
$200 and $300. The use of preceptorships would be targeted.  Either high volume TriCor
prescription writers would be selected to serve as preceptors for 8 sales representative, or doctors
were recruited as preceptors for the purpose of providing them incentive to increase their Tri€ ot
prescriptions. Amy Bergman was instructed by Abbott to utilize preceptorships for this purpose,
ard is personally aware of preceptorships being used for this purpose.

129.  Abbott alse used “Advisory Board Meetings™ in vacation cities as a way W

reward its high prescribing physicians, Abbott would pay doctors an “honorarium” to attend the
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Advisery Board Meetings, and provided them transporiation to the meeting, or funds to do 0.
Physicians were selected for the Advisory DBoard Meetings baxed upon their status as hizh
prescribers of TriCor, and not upon academic or peer standing.  Abbout would instruct its sales
representatives. including Amy Bergman, to seleet and nominate a high preseriber in their
torritory to attend the Advisory Board Meetings.

VI, FALSE CLAIMS

133, Abbott, through the successiul execution of its unlawful TriCor wmarketing
scheme, knowinply caused prescriptions te be written for TriCor and claims for reimbursement
10 be submitted o the United States and the States that would not bave been written or submitted
but for Abboit"s unlawiiul vonduct.

131, Prescriptions for TriCor which resulted from Abbott’s iihicit off-label muarketing
of TriCor for use ay a first-line therapy in diabetic patients, and which resulted from its illicit off-
asel marketing of TriCor for use in combination therapy with stalins, were not for medica Iy
accepted indications and thorefore were not eligible for reimbursement under Maoedicaid,
Medicare or other federal health care programs.

132, As a direct rvesult of Abbott’s improper off*label and misleading marketing
practices {or TriCCor, and as & direct vesult of illegal inducements provided by Abbeoit to
phivsicians o preseribe TriCCor, health insurance programs funded by the United States and/or the
States, inchuding but not Hmiled 1o Modicare, Medicaid, TRICARE, and the Federal Employvees
Health Benefit Program, received and paid false and fraudulont reimbursement claims for TriCor
prescriptions written to those programs’ beneficiaries. The Unitted States and the States would
not have paid such claims but for Abbott’s illcgal and fraudulent conduct,

133, Abbott did not directly submit the false clairas for TriCor to the federal and stag

health insurance programs; however. Ahbott knew ~— and in fact it was Abbott’s goal - that its
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illzgal marketing scheme would cause the submission of many thousands of false claims to be
submitted 1o Medicare. Medicaid, and 10 other Government-funded and State-furnded hea th
insurance programs, Abboit knew that the more prescriplions that were written for TriCor, aid
the more claims that were paid by the United States and the States through their health insurance
programs, the more profits that Abbott would realize from selling TeiCCor.

134, Abbott marketed TeiCor [or tllcgal offelabel and medically unnecessary usey to
many physicians around the United States. Those physiviams included, but were not limited o,
the ollowing:

Arman, Lynda
Antellis, Eugene
Asostolopoulos, Neostolopoulis
Avena, Joseph
Baine, Stuart
Baker, {.eah
Rerish, Susan
Bam, Seth
Berenson., Bruce
Berenson, Seott
Bruzze, Michele
Caridi, Steven
Cohen, Meyer
{hen, Steven
Cohen, Roy
Cokton, Robert
Creveetells, John
Daitsch, Gregory
Dzmarchi, Wilham
Depodesta, Craig
Davine, Charles
Devon, Jeffrey
Pramond, Paul
Elrlich, Laurence
Felker, David
Figueira, Christina
Gherghing, Valentina
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Gomer, Alan
Grenn, Gordon
Giross. Jeftrey
Gruss, William
Gutierrez, Maria
Hevert, David

H mmelstein, Stuart
Horowitz, Barry
Jacob, Marty
Johnson, Charles
Jurado, Maria
Kaufmann, John
Lampert, Mitchell
Laracuente, Ronald
Lavernia, Frank
Levin, Bruce
Levin, Richard
Levinson, David
Lopez, Enrique
Lopez-Ivern, Fernando
Lopez-Padillo, Fran
Macia. Jorge
Mellman, Michael
Milbauer, David
Monahan, Kevin
Moraes, Brian
Nauman, David
Nicursor, leremia
Portnoy, Dana
Rathbun, Kathleen
Rzbello, Brian
Rzmenson, Ella
Rogovin, Mark
Rooptaz, Sibia
Rosenbery, Mare
Ross, Steven
Rowland, William
Santa Maria, Roderick
Scanlon, Mary
Schwartz, Paul
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Seidiman, Rarry
Sistnick, David
Speizman, David
Sydrazza, Carl
Sperduta, Joseph
Stampalia, Anthony
Sicobis, John

Trejo, Rodolfo
Tumminis, Louis
Ukani, Zaib
Weatherlord, Gregory
Weisman, Neal
Widdows, Joanna
Willey, Michele
Wishnov, Bruce

135, As a consequence of Abboit's illepal marketing scheme for off-label aad
medically unnecessary uses of TriCor, many physicians around the Unned States preseribud
TriCar for off-label and medically wnnecessary uses. These physicians included, but were ot
Hmited to the following:

Arena, Joseph
Barish, Susan
Borenson, Bruce
Caridi, Steven
Cohen, Meyer
Cohen, Steven
Depodesta, Craig
Devine, Charles
Folker, David
Heverd, David
Horowiz, Barry
feremia, Nicursor
Tehnison, Charles
Lavemisa, Frank
Liovin, Richard
Levinson, David
Loz, barique
Lopez-Padillo, Franco
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Macm, Jorge
Mediman, Michael
Neuman, David
Portnoy, Dana
Ruoss, Steven
Seidman, Bary
Speizinan, David
Sperdute, Juseph
Spirazza, Carl
Tumminig, Louis
Wishnov, Bruce

134, The following physicians informed Abbott sales representatives thut they had
praseribed TriCor for diabetic paticats as a result of Abbott’s marketing of TriCor as a first-liae
treatment for diabetics:

Borenson, Broce
Cohen, Steven
Hevert, David
[e-emaa, Nicursor
Johnson, Churles
Luvemia, Frank
Portnoy, Dana
Seidman, Barry
Spirazza, Carl
Wishnov, Bruce

Y. GOVERNMENT FUNDED HEALTH INSURANCE PROGAMS DAMAGED BY
ABBOTI'S SCHEME

137. The United States and the States reimburse all or u portion of the cost of
preseription drugs under scveral boealth care programs, inchuding. but not limited 1o, Medicare,
Medicare Part I, Medicaid, TRICARE and the Federal Employees Health Benefit Frogram.,

38, The United States and the Suates, through the Medicare, Medicaid, TRICARE, the
Federal Employoes Health Benefit Program. and other Government and State health insurarce

programs, ar¢ among the principal purchasers of TriCor in the United States.
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A. Medicare and Medicare Part D

139.  Moedicare s g government health insurance program administered by the Unitad
States Department of Health and Human Scevices (HHS) through the Centers for Medicare and
Medicaid Services (CMS). The health insurance provided to beneficiaries of the Medicere
program is paid in whole or I part by the United States.  Medicare was enacted to provide
payment for medical services, durable medical equipment. inpalient drugs and other relatad
healih items for individuals 65 and over, and well as for certain disabled or seriously ill
individuals.

140.  On December 8. 2003, Congress enacted the Medicare Prescription Drig
Improvement, and Modemization Act of 2003 {the “MMA™) Title | of the MMA created new
gutpaticat prescription drug coverage under Medicare for Medicare beneliciaries (“Medicare Part
D).

141, Medicare Part D wemt inte effect on January 1, 2006, The Program is
adrministered by HHS through CMS. For “dual cligiblcs,” defined as individuals who receivad
prascription drug coverage under Medicaid in addition to Medicare coverage for other hea'th
care in 2003, cnrollment in Medicare Part DD was compulsory., Such beneliciarics were
sutcimatically switched to the Parl D plans for 2006 and commenced recsiving comprehensive
proscription drug coverage under Medicare Part D

142, As a direet, proximate and intended result of Abbott’s illegal TriCor marketiag
scheme, non-reimbursable claims for TriCor bave been submitted to and paid by CMS under the
Medicare program,

143, Tach oif-label, medically uanocessary or kickback tainied claim for a TriCor

preseription that Abbett knowingly caused to be submitied to the Medicare Program for
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re:mbursement constitutes a false claim for which Abhott {s accountable under the Federal Falsc
Claims Act.

B, Medicaid

144, Medicaid, which was cnacted under Title XIX of the Social Security Act, is a
program which provides medical assistance for certuin individuals and families with fow
imoomes and resources.  The Medicaid Program became law in 1963 as & jomtly fundad
cooperative venture between the federal and state governments o assist stales in the provision of
adegquate medical care 1o ¢ligible needy Americans.

145,  The Medicaid Program is administered and funded jointly by the United Siatcs
through CMS, and by the States. While speciiic Medicald coverage guidelines vary from state o
state, Medicaid's coverage is generally modeled after Medicare™s coverage, except that Mediceid
ysually provides more oxpansive coverage than does Medicare,

146, The States statutorily limit, with narrow exceptions not applicable here, Medicid
reimbursement for preseription drugs 1o those uses approved hy the FIDDAL

147.  As a direct, proximate and intended result of Abbott’s iflegat TriCor marketing
scheme, non-reimbursable claims for TriCor have been submiited to und paid by CMS and the
States under the Medicaid program.

148, Fach off-label, medically unnecessary or kickback tainted claim for a2 TriCor
preseription that Abbott knowingly caused to be submitted to the Medicaid programy for
reimbursemont constitutes 2 false ¢laim for which Abbott is accountable under both the Fedeal
Felse Claims Act and the false claims acts of the various states.

C. TRICARE

149, TRICARF, formerly known as CHAMPUS, (5 a managed care program

gslablished by the Usited States Department of Defense, 16 ULS.C. § 1071-1110. TRICARE
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provides health care bonefits to eligible beneficiaries, which include, among others, active duty
service members, retired service moembers, and their dependents,

E30.  The regulatory authority esiablishing the TRICARE program does not cover drugs
nctapproved by the FDA. See 32 C.IVR.§ 199.4(g){(15)(1)(A).

1531, TRICARE does not cover drugs used for off-label indications undess such of-
lale] use iy proven medically necessary and safe and effective in medical Digrature, natioral
organizations, or technolugy assesament bodies.

152,  As a direet, proximate and intended result of Abbott’s illegal TriCor marketiag
scheme, non-retmbursable claims for TriCor have been submitted to and pmd by the TRICARE
program.

153, EBach off-label, medically uvnnecessary or kickback tainted claim for a TrnCor
prescription that Abbott knowingly caused to be submitted to the TRICARE program for
reimbursement constitutes a false cluim for which Abbott is accountable under the Federal Fase
laims Act

D. Federal Employees Health Benefits Program

154, The Federal Emplovees Health Benefits Program (FEHBP) is a federally funded
health care program established by Congress in 1959, pursuant to the Federal Employees [leath
Benelits Act. 8 US. LS 89601 et seq.

155, The United States Office of Personnel Management (OPM)Y administers this
program and conlracts with various health tsurance carriers fo provide services to FEHBP
members,

156, Fumids for the FEHBP are mainfained in the Employees Benefits Fund, which

OPM administers,
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137, The Employees Benefit Fund, which s held and invested by the United States
Treasury. s the source of all relevant payments to insurance carriers for services rendered to
FEHEP members.

158,  Benefits under the FEHBP are payable only when medically necessary to prevent,
diagnose, or freat an illness, discasc, injury, or condition. During the relevant time period, twe
benefit plans for the major FEHBP insurance carriers {Blue Cross and Blue Shield, Governog nt
Emplovees Hospital Association, Inc.. and Mail Handlors Benefit Plan) specifically provided ihat
they did not cover services. deugs, or supplies that are not medically necessary.

15%.  As a direet, proximate and intended result of Abbotts illegal TriCor markeling
seherne, non-reimbursable claims for TriCor have been submitiesd o and paid by the FEHBP.

166 Fach off-label and medically vonecessary claim for a TrCor prescription that
Asbott knowingly caused to be submilted to the FEHBP for reimbursement constitutes a falsc
claim for which Abbott 15 accountable under the Federal False Claims Act,

COUNT ONE

Vielation of False Cluims Act, 31 US.C. § 372%a}1)

161, Paragraphs | through 160 are incorporated herein as though set forth fully.

162, The False Claims Act, 31 USC § 372%a)(l), provides that any person whu
knowingly submiig or causes to be presented to the United Siaies for payment or approval a fa se
or frandulent claim Is liable to the United States for a civil penalty of not less than $5,500 and
nut more than $1 1,000 {adjusted as set forth in 28 CF.R. § 85.3) for each such claim, plus thoee
times the amount of damages sustained by the United States because of the false claims.

163, The False Claimg Act allows any person with knowledge of a false or fraumdulent

claim against the United States to bring an action in the United States Distriet Court for herself
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and for the United States and 1o share in any recovery as authorized by 31 US.C. § 3738, There
are ng bars to recovery under 31 ULS.CL § 3730(e) and Rergman is an originul source as definzd
in the statute. Bergman claims entitloment o a portion of any recovery obtained by the Unitxd
States as Relator and original source in this actiosn.

164, As a direct, proximate and intended result of Abbott’s illegal TriCor marketiy
scheme described above, non-reimbursable claims for TriCor have been submitted to and paid »y
the United States under Medicare, Maedicaid, TRICARE and the FEHBP,

165, By virtue of the acts described above, Abbott knowingly coused to be presentad
to officers or employees of the United States government false anddor frandulent claims for the
wmproper pavment or approval for TriCor based upon preseriptions that were for off-label aad
medicatly vanceessary purposes, and/or which were procured through the pavment of prohibited
remuneration and inducernent i viokation of the Medicare and Medicaid Anti-kickback statute

160,  The United Stakes, unaware of the falsity of the elaims and statements made or
caused 10 be made by Abbott, and in reliance on their aceuracy, paid and continues to pay claims
that would not have been paid but tor Abbott’s illegal marketing scheme for TriCor.

167.  The amounts of the false or fravduleni ¢laims were material. By reason of
Abbott's acts, the United States has beon damaged in a substantial amount.  Federal bealth
insurance programs have pmid substantial amounts for prescriptions that were induced and
procured by Abbott’s untawful marketing scheme and which should not have been paid.

WHEREFORE, Plaintiff-Relator Amy Bergman demands that this Court enter judgment
against defendant Abbott Laboratories in an amount equal to three times the amount of damages
suatained by the United States because of Abbuit’s actions, plus a ¢ivil penalty of not less than

$5.300 and not more than 51 1L9H) for each violation of 31 US.C. § 3729, and awarding to Amy
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Borpman the maximum amount allowed pursuant to 31 UL.8.C. §3730(d) of the False Claims A,
plus all hor costs, expenses, and attorneys” fees to the extent permitted by law, and that the
United States and Amy Bergman be awarded such other and further relief as this Court deeomns
juat and proper.

COUNT TWO

Violation of False Claims Act, 31 U.S,C, § 3729(a)(2)

168.  Paragraphs 1 through 164 are incorporated herein as though set forth fully.

169, The False Claims Acy, 31 USC, § 3729(a)2). provides that any person wio
konowingly makes, uses or causes (o be made or used, a false record or statement fo get a false or
fraudulent claim paid or approved by the government i hable to the United States for g ¢l
penalty of not less than $3.500 and not more than $11,000 {adjusted ay set forth in 28 C.F R §
85.3) for cach such claim, plus three times the amount damages sustained by the United Staics
kecause of the false claims,

170, The Talse Claims Act allows any person with knowledge of a false or
fraudutent claim againat the Uniled States to bring an aclion in the Umniled States District Cont
for herself and tor the United States and to share in any recovery as authorized by 31 LIS §
3730, There are no bars 10 recovery under 31 TUS.C. § 3730(¢) and Bergman is an original
source as defined in the statute. Bergman claims cntitlement to a portion of any recovery
obiained by the Umited States as Relator and original source in this action,

171, By viriue of the acts described above, Abbolt knowingly caused false records
or staternents 10 be made to get fulse or fraudulent claims for the improper pavment or approval
of for prescriptions for Tricor paid or approved by the government, such claims for TriCor being

besed upon prescriptions that were for off-label and medically unnecessary purposes. and 'or
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which were procured through the pavment of prohibited remuneration and inducement in
violation of the Medicare and Medicaid Anii-kickback statute.

172, The Unsted Swates, unaware of the falsity of the claims and statementy mude or
caused o bo made by Abbolt, and in reliance on their accuracy, paid and continues o pay claims
that would not have been paid but for Abbott’s illegal markoting scheme.

{73 The amounts of the false or fraudulent clidms were muterial, By reason of
Asbott’s acts, the Upited Siates has been damaged in a substantial amount. Federal heath
insurance programs have paid substantial amounts {or preseriptions that were induced and
procured by Abbott's unlawful marketing scheme and which should net have been paid.

WHERLFORE, Plaintiff-Relator Amy Bergman demands that this Court enter judgment
against defendant Abbott Laboratorices in an amount equal 1o three limes the amount of damages
sustained by the United States because of Abbott’s actions, plus a civil penalty of not less than
$5,500 and not more than 311,000 for each violation of 31 1L8,C. § 3729, and awarding to Amy
Bargman the maximum amount allowed pursuant to 31 ULS.C. §37301d) of the False Claims Act,
plus all her costs. expenses, and attorneys’ fees to the extent permitied by law, and that the
. United States and Amy Bergman be awarded such other and further relief as this Court deens
Jjust and proper.

COUNT THREE

Violations of the IHineis False Claims At
740 1LCS 175 ¢t seq.

174. Paragraphs 1 through 160 arc incorporated herein as though set forth fully.
175, ‘This Count is brought by Plaintill-Relator Bergman in the name of the State of
Hiinols under the gui tam provisions of 740 ILCS 175/4 for Defendant’s violation of 740 LTS

17573,
§1
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176,  Defendant Abbett at all times redevant to this action sold and marketed, and continues
to sell and market, pharmaceuticals in the State of Hllinois, including TriCer.

177, The {llineis Whistleblower Reward and Protection Act, 740 L Comp. Sal.
17573 () 13(3}, specifically provide that any person who:

{1 Kunowingly presents, or causes to be presented, to an officer or emplovee
of the State or member of the Guard a false or fraudulent cluim lor
payment or approval;...

{2 Knowingly makes, uses or causes to be made or used, a false record of
statement to get a false or fraudulent claim paid or approved by the

Niste: .,

{3 Conspires to defraud the State by getling a {alse or fravdulent claim
atlowed or paid....

{a) is liable to State for civil penalty of not less than 35,300 and not more than
S1L,000, plus 3 umes the amount of damages which the State sustoins
because of the act of that persen.

178. By virtue of the above-described acts, among others, Detendant Abbott
krowingly caused to be presented [alse or fravdulent claims for payment or approval, and contin 1es
to canse to be submitied false or fraudulent clairng for payment or approval, directly or indirecily,
to officers, employees or agents of the State of Hnois, for TriCor.

179, Specifically, Defendant has:

. caused thousands of false claims to be prosented to the State of
Hinois;
. knowingly made, used or causcd fo be made or used false records to get

false claims paid;

. conspircd to defraud the state. by gelling false and fraudulem clams
allowed or paid; and,

. failed to disclose the existence of the false claims it has caused to be
presenicd.
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180, The amounis ol 1he talse or frandulent ¢laims to the State of [linols wers matenal,
181, Plaintiff State of Hlinois, being unaware of the falsity of the glaims caused o be
submitted by the Defendant, and {n relignce on the accuracy thereof paid and continues to pay
for non-covered and non-reimbursable claims [or TeCor,
COUNT FOUR

Violations of the California False Claims Act
Cal Gov. Code 8812650, ef veq.

182.  Paragraphs 1 through 160 are incorporated herein as though set forth fully.

183, This Count is brought by Plamntift-Relator Bergman in the pame of the State of
California under the gui fam provisions of the Californis False Claims Act, California
Government Code §1265 1{a), pursuant to which (reble damages and civil penalties are sough

184, Defendant Abbott at all times refevant o this action sold and marketed, and contin.es
tor sell and market, pharmaceoticals, including TriCor, in the State of Calilornia,

185, Cal. Govi. Code §126351{a) provides liability for the costs of a civil aclion, a civil
penalty of up to 310600 and treble dumages for all damages sustained by the state Jor uny
person who-

(1Y koowingly presents, or causes to be presented, to an officer or employee of
the state or of any political subdivision thereod, a false clamm for payment or spproval;

{2y knowingly makes, uscs, or causes 1o be made or used a {alse record or
statement to get a false claim paid or approved by the state or any political subdivision;

{3)  conspires to delrawd the state ar any political subdivision by getiing a fudse
claiim allowed or paid by the state or by any political subdivision;

{4} is a beneficiary of an 1nadvertent submissiom of a false claim, subsequently
discovers the falsity of the claim, ard lails fo disclose the false claim to the state or the polit cal
subdivision within a reasenable time alier discovery of the false claim.,

33
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186, By virtue of the abuve-deseribed acts, among others, Delendant Abbott
knowingly caused fo be presented false or [tauduicont claims for payment or approval, and continues
o cause W be submitted false or fraudulent claims for payment or approval, direstly or
indirectly, to offivers, cmplovees or agents of the State ol California, for TriCor,

187, Speciticully, Defendant has:

» caused thousands ol false claims to be presented 1o the State of
California;
» knowingly made, uscd or caused to be made or used false records to et

false claims paid;

. conspired to defraud the slate by getting false and fraudulent chims
allowed or paid; and,

3 falled 1o discloge the exigtence of the false claims it has caused o he
presented,
188, The amounis of the flse or frapdulent claims o the Stale of California were

material,

189 Plaintiff State of California, being unaware of the faisity of the ¢laims caused
to be submitied by Delendant Abbott and in reliance, on the accuracy thereof paid and continucs
w pay for non-covered and non-reimbursable claims for TriCor..

COUNT FIVE

Violations of the Delaware False Claims and Reporting Act
6 Del. © $81201, ef seq,

196, Paragraphs 1 through 160 are incorporated herein as though sct forth fully.
191, This Count is broughl by Plaintiff-Relator Bergman 1n the name of the Stake of
Delaware under the guf ram provisions of the Delaware False Claims and Reporting Act, Delaware

Satute Thle VI, Section 1201,
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192, Lefendant Abbett at all times relevant to this action sold and marketed, and continues
to sell ard market, pharmacouticals in the State of Delawars, ingluding TriCor,

193, The Delaware False Claims and Reporting Act, 6 Del Code Aim.
$1201{a)} 1} provides {or Rability for any person who:

knowingly presents or ¢auses 10 be prosented, divectly or indirectly, to an officer or
emplovee of the Government a false or frandulemt claim for pavment or
approval; ... shall be liable to the Government for a civil. penalty of net lsss
thars 55,500 and not more than 811,000 for cach act constituting a violation of {218
section, plus 3 times the amount of the actual damages which the Governmant
sustains because of the act of that person.

194, The Delaware False Claims and Reporting Act, 6 3el, € 1201{aX2} provides
for hability {or any porson who;

knowingly makcs, uscs or causes to be made or used, directly or
indirecily, a false record or statement o get a false or fraudulent ¢laim paid or
approved; ..shall be Hable to the Governmeent for a civil penalty of not less than
35,500 and not more than $11.000 for each act constituting a violation of this
section. plus 3 times the amount of the actual damages which the Government
sustains begause ol the act of that person.

195, The Delaware False Claims and Reporting Act, 6 Del. T, §1201{a)(3), provides for
lublity for any person who,

Congpires 1o defeaud the Government by getting a false or fraudolent cliim
allowed or paid; ... shall be liable to the Government for a ¢ivil penalty of ot
ess than 33,500 and not more than $171,000 for each act constituling a vislation
of this section. plus 3 times the amount of the asctual damages which the
Govemment suslains bocause of the act of that person.

196. By virtue ol the above-deseribed acts, among others, Defendant Abbott knowingly
causcd 1o be presented false or fruudulent claims for payment or approval, and comtinues 1o cause o
be submitted false or fraudulent claims for payment or approval, directly or indirectly, to
oificers, employess or agents of the State of Delaware, for TriCor,

197, Specifically. Defendant has:

[
(¥}
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» vaused thousands of false claims 1o be presented (o the State of
Drelaware;
» knowingly made, used or caused to be made or used false records to aut

{alse claims paid;

. conspired to defraud the state by getting false ond fraudulent claims
atlowed or paid; and,

. falled 1o disclose the ¢xistence of the false claims it has caused to be
presented.

198, The amounis of the false or fraudulent claims to the State of Delaware wore
meaterial,

199, Plaintiff State of Delaware, being unaware of the falsity of the clains
caused 1o be submited by the Detendant, and in reliance on the accuracy thereof paid and continnes
10 pay for non-covered and non-reimbursable claims for TriCor

COGUNT SIX

Yialations of the District of Columbia False Claims Act
D.C. Code §82-308 14, ¢t seq.

2000 Paragraphs 1 through 160 are incorporated herein as though sct forth fully.

201, This Count s brought by Plaintiff-Relator Bergman in the name ol the Distriet of
Columbia under the gud 1w provisions of D.C, Stat. §2.308.03 et seq.

202, Defendant Abbott at all times relevant e this action sold and marketed, and contin ses
16 s¢ll and market, pharmaceuticals in the Dhstrict of Columbia, including TriCor.

203, The District of Columbia Procurernent Reform Amendment Act, D.C. Code § 2-
308, 1448) 11-(3), specilically provides in parls

{n}  Any person whe commits any of the following acts shall be liable to the
District for 3 times the amount of dumages which the District sustains hecause of
36



Case 2:09-cv-04264-CDJ Document 18 Filed 01/06/12 Page 57 of 104

the act of that person. A person who commits any of the following acts shall a so
be liahle 1o the District for the costs of g ¢ivil action brought to recover penalties
or damages, and muy be liable to the Distriet for a civil penalty of not less than
$5.000, and not more than $10,008, for each false claim for which the person;

{1

204.

Knowingly presenls, or causes to be presented, to an officer or
employee of the District a false clain for payment or approval.

Knowingly makes, uses. or causes to he made or used, a falsc record or
statement to get a false claim pald or approved by the District.

Conspires to defraud the District of Columbia by getting a false clim
allowed or paid by the Distriet.

By virtue of the above-described acts, among others, Defendanl

Abbott knowingly causcd 1o be presented false or fraudulent claims for payment or approval, and

eentinues to cause o be submitted false or fradulent claims for payment or approval, directly or

indirectly, to aofficers, emplovees or agents of the Distaet of Columbia. for TriCor,

245,

Specifically, Defendant has:

caused thousands of fyke claims o be presented to the Distriet of
Columbia,

knowingly made, used or caused to be made or used false records to get
false claims paid;

conspired 1o defraud she state by getting fulse and [raudulent cla'ms
allowed or paid; and,

failed to disclose the cuistencs of the false claims 1L has cansad to be
presented..
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206,

were materiad,

207,

The amounts of the false or fraudulent claims to the District of Colum ya

Plaintiff District of Columbia, heing unaware of the falsity of the

claims caused to be submitted by the Defondant, and in reliance on the accuracy thereof paid und

continues (0 pay for non-covered and nonereimbursable claims for TrnCor

208,

204,

COUNT EIGHT

Violations of the Florida False Claims Aect
Fla. Stat, 8$68.081, ef seq.

Paragraphs | through 160 are incorporated herein as though set forth fully,

This Count 15 brought by Plainniff-Relator Bergman in the name of the

State of Florida under the gui sam provisions of Florida False Claims Act, FL Stat. §% 68.031-

6§.09.

AT

Defendant aAbbott gt gl tmes relovant 1o this action sold and marketed, und

centinues to sell and market, pharmaceuticals in the State of Florida, Including TnCor.

(b}

Fla, Stat § 68.082(2){a)-(¢) provide liability for any person who:

Knowingly presents, or causes to he presented, to an oflicer or
employee of an agency, a false or [raudanlent claim for payment or
approval; ... Knowingly makes, uses, or couses to he made or usec, 4
fals¢ record or statement to get a false or fraudulent claim paid or
approved by an agency:.. . is liable 1o the state for a civil penalty ef
not less than $5,500 and not more than $11.000 and for treble he
amount of damages the agency sustaing because of the act or omission of
that persor.

Knowingly makes, uscs, or causes to be made or used, g false record or
statement to get s false or fraudulent claim paid or approved by an
agency:... 18 Huble o the state for o civil penalty of not less than §3,500
and not more than $11.000 and for treble the amount of damages he
agency sustains because of the act or omission of that person.
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(c} Conspires to submit a false ¢laim to an agency or to deceive an agercy
for the purpose of getting a [alse or fraudulent elaim allowed or paid;
.13 liablc to the state for a civil penalty of not less than $3,500 and not
more than $11,000 and for treble the amount of damages the agercy
sustaing beeause of the act or omission of that person is liable to he
state for a civil penalty of not less than $5,500 and not more than
$11,000 and for treble the amount of damages the agency sustains because
of the act or omission of that person.

212 By virtue of the above-described acts, among others, Defendant Ablott
causcd to be presented false or fraudulent claims for payment or approval, and continues to cause
to be submitted false or fravdulent claims for payment or approval, directly or indirectly, 1o
officers, employees or agents of the State of Florida, for TriCor,

213, Specifically, Defendant has:

a. cansed thousands of false claims (o be presented to the State of Florida,

b knowingly made, used or cansed to be made or used false records to et
false clabms paid;

c. conspired to defraud the state by getling falsc and fraudulent claims alloved
ar paid; and,

d. failed to disclose the existence of the false claims it has causcd to be presented.

214, The amounts of the false or fraudulent claims to the Siate of Flogida ware
rnaterial,

215, Plaintifl Statc of Florida. being unaware of the falsity of the claims
csused to he submitted by the delendant, and 1y relianee on the accuracy thereof paid :nd

continues to pay for non-covered and non-reimbursable ¢laims for 1riCor,
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COUNT EHGHT

Violations of the Georgia State False Medicaid Claims Act
(3a. Code §849-4-168. ¢7 s¢q.

216. Paragraphs | through 160 are incorporated herein as though sct forth fully.

217. This is & gnf fam action bronght by brought by Bergman and the State of
Greotgia to recover (reble damages, civil penalties and the cost of this action, under the Georga
State Falze Medicaid Claims Act, Ga. Code §§49-4-168, ¢f seq.

218. Defendant Abbott at all times relevant to this action sold and marketed, zaod
continues o sell and market, pharmaceuticals in the State of Georgia, ncluding TriCor,

219, Georgia $tate False Medicaid Claims Act, G.C.GA. § 49.4-168.1(2).
specitically provides in part:

(2) Any person whe:

{1} Knowingly presenis or causes t¢ he presgnted o the CGeorga
Medicaid program a false or fraudulent ¢laim for payment or approval;

g Knowingly makes, vses, or causes 1o be made or used, g false record of
statement to got a false or fraudulent claim paid or approved by the Georgia Medicaid
program;

(% Conspires to defraud the Georgia Medicaid program by getting a false
or fraudulernt claim allowsed or paid:

...shall be Hable to the State of Georgia for a civil penalty of not less than §5,500.00 and w0l
more than $11,000.00 for cach false or fraudulent claim, plus three times the amount of

demages which the Georgia Medicaid program sustains because of the act of such person.

GO
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220, By virtue of the acts deseribed above, Detendant knowingly prosented, or

caused to be prosenied, false or faudolent claims 1o the Georgla State Government for paymont

or approval,
221. Specifically, Detendant has:
* caused thousands of false claims to be presented to the State of Georgia;
. knowingly made. used or caused to be made or used false records to zet
falsc claims paid;
. conspired tw defraud the state by getting false and fraudulent claims
allowed or paid; and,
. faded to disclose the existence of the false c¢laims #t has caused to be
presented,
222, For example, TriCor prescriptions for the purposes of non-mediceily

accepted uses wauld not have been presented but for the illcgal incentives and unlawful promotional
activities made by Defendant. As a result of this illegal scheme, these elaims were improger
in whole pursuant to the Georgia State False Medicaid Claims Act.

223 By virtuc of the acts described above, Abbott knowingly made, used, or
caused to be made or used, false records amd statements, and omitted material facts, to induce the
goverpment to approve and pay such false and fraudulent clairs,

224. Hach prescription that was written as a result ol Defendant’s illegal
marketing practices represents a false or fraudulent record or statement. Bach claim for
reipvbursement for such prescriptions for non-medically accepted uses submitted o a State-

tunded health insurance program represents a false or frandulont elaim for payment.
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2235 Plaintifl cannol at this time identify all of the false claims for pavment tiat
were caused by Abbott’s condoct. The false claims were presented by many separale cutitivs,
and gver many years.

226. ‘the Georgia State Government, unaware of the falsity of the recorls,
statements, and claims made, or caused to be made by Abbott, paid and continues to pay he
claims that would not he paid but for Abbott’s false and illegal of¥-label marketing practices.

227. By reason of Abbott™s acts, the Georgia State Government has been
damaged, and continues to be damaged. in substantial amounts to be determined at trial.

228. Ceorgia is entitled to the maximum penalty for each and every false or
fraudulent claim, record, or statoment made, used, presented, or caused o he made, used, or
prasented by Abbott.

229. Defendant did not. within a reasonable period of fime after first obtaining
information as 1o such violations, furnish such information to officials of the Stale responside
for investigating false clasims violations, did not otherwise fully cooperate with oy
investigation of the viclations, arxd bave pot otherwise furnished information to the Stale
rerarding the claims for reimbursement at issue. Relator is a private person with direct end
independent knowledge of the allegations in this Complaint, who has brought this action
pursuaat to Georgia State False Medicaid Claims Act on behalf of herself and the State of
Creorgia.

COUNT NINE

Vialations of the Hawal False Claims Act
HRS §3661-21, ¢f seq.

236, Paragraphs 1 through 166 are incorporated herein as though set forth fully.
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235

This Count is brought by Plaintiff-Relator Bergman in the name of the

State of Hawall under the qui tam provisions of Hawail False Claims Act. Haw. Rev. Stut.

§661-21 et sey.

232

Defendant Abbuoit at all tmes relevant to this action sold and markered, and

continues to sell and market, phammuceuticals in the State of Hawail, including TriCor. The

Hawail False Claims Act, Haw, Rev. Stat § 661-21{{11-D) specifically provides that any

person who

e,
st
s

2}

233,

Knowingly presents, or causes to be presented, to an officer or employee of
the State a false or fraudulent claim for payment or approval;

Knowingly makes, uscs, or causes to be made or used, & false record or
statement 1o get a false or fraudulent clasm paid or approved by the State;

Conspires 1o defraud the State by getting a false or fraudulent claim
allowed or paid;

Shall be liable to the State for a ¢ivil penalty of not less than 83,000 and not
more than SIG00U, plus three times the amount of damages that the state
sustains duc to the act of that person,

By virtue of the above-described acts, among others, Defendant Abtou

krowingly caused w be presented false or fraududent claims for payment or approval, and continues

to cause to be submitted false or traudulent claims for payment or approval, directly or indirecly,

to officers, employees or agents of the Stute of Hawaii, for TriCor.

234,

specifically, Defendant has:

caused thousands of false claims w0 he presermted to the State of
Hawaii;

knowingly made, used or causcd to be made or used false records 1o get
false clums paid;

63
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. conspived to defraud the stafe by gedting false and fraudulent claims
allowed or paid; and,

. failed to disclose the existence of the false claims it has caused te he
presented.
234, The armounts of the false or fravdulent claims o the State of Hawali were
material.
236, Plaiotiff State of Hawaii. being unaware of the falsity of the claims

caused to be submitted by Defendant, and in rellance on the aocuracy thereof paid and continies
1o pay for non-covered and non-reimbursable ¢laims for ToCor,
COUNT TEN

Vialations of the Lonisiana Medical Assistance Programs Integrity Law
La RS 8§46:437. er seqg.

237 Paragraphs | through 180 are incorporated herein as though set forth fully,

238, ‘This Count is brought by Plaintiff-Relator Bergman in the name of the
State of Louisiana under the qgui fam provisions of the Louisiana Medical Assistance Programs
Integrity Law, Fouisiana Rev, Stat, § 46-437 ¢f vey.

234, Diefendant Abbott at all times relevant 10 this action sold and marketed, and
continues to sell and market, pharmaceuticals in the State of Louisiana, including TriCor.

244, The Louistana False Claims And Medical Assistance Programs Integiity
Law, La. Rev. Stat. § 46-438.3 provides:

{A} No porson shall knowingly present or cause 1o be presented a false or
fraudulent claim.

a4
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(B)

i

241,

Ne person shall kpowingly engage in misrepresentaiion to obtain, or
attempt o obtain, payment from medical assistance program funds,

No person shall kinowingly make, use, or cause (¢ be madc or used, a false
record or slatement to conceal, avoid, or decrease an obligation to pay or
transmit money or property to the meadical gssistance programs.

By virtue of the above-described asts, among others, Defendant Abbott

knowingly caused to be presented false or fraudulent clains for payment or approval, and continues

o cause to be submitied false or fraudulent claims for payment or approval, direcily or

indirectly, to officers, emplavees or agents of the Siate of Louisiana, for TriCor.

242.

243,
ware material.

244,

Specifically, Defendant has:

caused thousands of false claims to be presented w the Swute of
Louisiana;

knowingly made, used or caused to be made or used false records w0 et
false elaims paid;

conspired to defraud the state by pgetting false and faudulent claims
allowed or paid; and,

failed to disclose the oxistence of the false claims it has caused to he
presented.

‘The amounts of the false or Iraudulent claims to the State of Louisina

Plaintifl’ State of Louisiang, being unaware of the falsity of the clatms

caused fo be submitted by the Defendant, and in relianee on the accuracy thereof paid und continaes

%y pay lur norecovered argd non-reimbursable clabms for TriCor,

{5
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COUNT ELEVEN

Vialations of the Massachusetts Falve Claims Act
ALM GL ¢h..12 385A, ¢f svg.

245, Paragraphs | threugh 180 are incorporated herein as though set forth full v,

246. This Count i3 braught by Plaintift-Relator Bergman in the name of the
Commonwealth of Massachuseits under the gud rm provisions of the Massachuzeits False Claiims
Act, Massachusetts Gen. Laws .12 §5(A)

247, Defendant Abbott at all times refevant o this action soki and marketed. snd
continues to sell and market, pharmaceuteals (n the Commaonwealth of Massachuseuts, inchuding
TriCor.

248, The Muassachusctis False Claims Act, Mass, Gen. Laws Ann. chap. 2,
§5{BY1{(3}, provides in part. that any person who:

» knowingly presents, or causes to be presented, « [alse or fraudulent claim

for payment;

. knowingly makes, uses, or causes 10 be made or used. a faise record or
statement to oblain  payment or approval of a c¢laim by he
Commonwealth or any political subdivision thergof]

. conspires to defraud the Commonwealth or any political subdivision

thereol through the allowance or payment of'a fraudulent elainy,
shall Hable o the Conunonweslth or pelitical subdivision for a civil penalty or not less than
$5.000 and not more than $10,000 per violation, plus three times the amount of damages. including
consequendal darages, that the Commonwealth or political subdivision sustains because of the act

of that person.

&4
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244, By virtue of the above-described acts, among others, Defendant Abbott
knowingly caused to he presented fadse or frandulent claims for payment or approval, and continues
o cause to be submitted false or fraudulent claims for payment or approval, directly or indirecdy,
to afficers, employees or agonts of the Commonwealth of Massachusetts, for TriCor,

250, Specifically, Defendant has:

. caused thousands of false claims to be presented to the

Commenwealth of Massachusetts;

» knowingly made, used or causcd to be made or used false records to st
false claims paid;

. congpired to defraud the sate by getting falze and fraudulent elaims
allowed or paid; and,
» failed to disclose tho existence of the false claims 1t has caused to be
presented.
Fat R The smounts ol the false or [raudulent c¢laims to the

Commonwesalth of Muassachusetts were material.

252, Plaintifl Commoawealth of Massachuselts, being unaware of the falsity of
thz claims caused to be submitied by the Defendant and in reliance on the aceuracy thercof, paid
ard continues o pay for non-covergd and nor-reimbursable ¢laims for TnCor,

COUNT TWELVE

Violutions of the Montana False Claims Act 2003
Mount, Code Anno., $817-8-401 ¢ seq,

233 Puragraphs 1 through 160 are ingorporated hergin as though set forth ful y,

o7
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234

This Count is brought by Plaintiff-Relator Bergman in the name of he

State of Montana under the gui fam provisions of the Montana False Claims Agt, 2005 Mcent,

Code, CIL 485, HB 146, of seq.

255,

Defendant Abbott gt all times relevant {0 this action sold and markeiad,

and continues to sell and market, pharmaceuticals, including TriCor, in the State of Montani.

256,

The Montana False Claims Act, Mont. Code Ann., 17-8-403 provides

for linbility for imter alia any person who gngages in any or all of the following conduct:

257,

Knowingly preseniing or causing to be presented to an officer or
cumployee of the governmental entity & [fuse clam for payment o
approval;

Knowingly making, using, or causing to be made or used a false record or
statement to get a fulse claim paid or approved hy the governmer tal
entity,

Conspining to defraud the governmental entity by getting a false cleim
allowed or pald by the governmental entity; or

as @ beneliciary of an Inadvertent submission of g false claim to the
governroental entity, subsequently discovering the falsity of the elaim and
failing to disclose the false elaim to the governmental entity within a
reasonable time after discovery of the false claim.

By virtue of the above-described acts, among others, Defendant Abbou

knowingly caused o be presented false or frandulent ¢laims for pavment or approval, and contin 1es

to cause to be submitted [ulse or fraudulent claims for payment or approval, dircetly or

indirectly, to officers, employees or agents of the Stale of Mountana. for TriCer.

258,

Specifically, Nefendant has:

caused thousands of false claims to be presented to the State of
Montana,

68



Case 2:09-cv-04264-CDJ Document 18 Filed 01/06/12 Page 69 of 104

. knowingly made, used or caused to be made or used false records to get
fadse claims paid;

. conspired to defraud the state by petting false and [rauduolent claims
allowed or paid; und,
» fatled o disclose the existence of the false ¢laims i1 has caused to he
presentid.
259, The amounts of the false or Iracdulent claims Defendanl caused to be

mutde to the $ate of Montana were material.

264, Plaintiff State of Montana, being unaware of the falsity of the claims
caased to he subinitted by the Defendant and in reliance on the accuracy vhereof paid and may
continug to pay for non-covered and non-reimbursable claims for TriCor..

261, At all times relevant to the complaint, Abbott acted with the requisite
krowiedge,

252 By virtue of the above-described acts, among others. Defendant Abbott
knowingly engaged in conspiracies to defraud the Government of Montana by getting a false
clar allowed or paid by the goverpment for TriCor,

263, As a direct and proximate conseguence of Defendant Abbott’s
conspiratorial conduct, the State of Moutuna has suffered signilicant, material financial damages in
an @mount to be proved at trial.

264, The State of Montana would not have suffered these devastating Josses

had the truth about Defendant’s marketing plan been known,
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COUNT THIRTEEN

Violations of the Tennessee Medicaid False Clalms Act
Tenn, Code Anp. §871-5-181. ef seq.

265 Paragraphs | through 160 are ncorperated herein as though set forth fully.

266, Thiz Count is breught by Plainiiff-Relator Bergman in the name ol the
State of Tennessee under the guf fam provisions of the Tennessee Medicaid False Claims Act,
Tenn. Stat. §§ 75- I-181 #7 yeq.

267, Defendant Abbott at all thnes relevant to this action sold and marketed. and
continues to sell and market, pharmaccuticals in the Siate of Tennessee, including '11iCor.

268. By virtue of the above-described acts, among others, Defendant Abbon
knowingly catsed 1o be presented false or fraudulent claims [or pavinent or approval, and contin ses
to cause 1o be submitied falsc or fraudelent claims for payment or approval, directly or

indirectly, to officers, emplovees or agents of the State of Tennessee, for TriCor

269. Specifically, Defendant has:
» caused thousands of false clalms to be presented 1o the State of
Tennessee;
. knowingly made, used or caused to be made or used false records to get

false claims paid:

» conspired 1o defraud the state by getiing false amd fraudulent ¢la ms
allowed or paid: and,

. tailed to disclose the existence of the false ¢laims it has caused 1o bea
prescnted,
2710, The amounis of the false or frandulent claims to the Sate of Tennessee

were malenal.
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271, Plainttff State of Tennessee, being wnaware of the falsity of the ¢laias
and/or statements caused to be made by the Delfendant, and in reliance on the accuracy thereof
paid and gy contiane to pay [or non-covered and non-reimbursable claims for TriCor,

COUNT FOURTEEN

VYichations of the Tennessee False Claimy Act
Tenn, Code Ann, §84-18-101 of seq,

272, Paragraphs | through 160 are incorporated herein as though sct forth fully,

273. This is a qui tam action brought by Plaintiff Bergman on behalf of the
State of Tennessee to recover treble damages, civil penaltics and the cost of the civil action
under the gui fam provisions of the Tennessee False Clatms AAA, Tean. Coade Ann. § 4-18-101
&t seq.

274. Tenn, Code Ann. $4-18-10%, titled *Liability for viclations,” provides:

{1} Any person who commits any of the following acts shall be liable to the
state or 10 the political subdivision for three (3) times the amount of
damages which the state or the political subdivision sustains because of
the act of that person. A person who commits any of the following acts
shall also be liable to the state or to the political subdivision for the costs
of a civil action brought to recover any of thoze penalties or damag s,
and shall be liable to the state or political subdivision for a civil penslty
of not less than two thousend five hundred dollars {82500) and not more
than ten thousand dollars (310,000 for each [ase claim:

v Knowingly presents or causes to be presented o an officer or
employee of the state or of any political subdivision thereof, a false
tlaim for pavment or approval;

- Knowingly makes, uges, or causes to be made or used & false record or
staternent to get. a false ¢laim paid or approved by the siate or by sy
political subdivision;

» Conspires 1o defraud the state or any political, subdivision by getting a felse
71
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claim allowed or paid by the state or by any political subdivision;

) Knowingly makes, uses, or causes 0 I made or used a {alsc record or
statement to conceal, avoid, or decrease an obligation to pay or transoit
money or property to the state or to any political subdivision,

275. Defendant violated § 4-18-103(a)(1), (2}, and (3) and knowingly
presented or caused to be presented thousands of false claims from at least 2000 to the present by
their viclation of state and federal laws, including the Acati-Kickback Statute, as deseribad
horein,

2176, Specifically, Tefendant has:

. caused thonsands of false claims j0 be presented to the State of
Tennessee;
. knowingly made, used or caused to be made or used false records to

get false claims paid;

* conspired to defraud the state by petting false and fraudulent claing
allowed or paad; and
» failed to disclose the existence of the Use claims it has cavsed fo be
prescated,
277, The State of Tennessee, by and throngh Tennessee-funded health plans,

ard unaware of Defendant’s iHegal pracuces, paid the claims submitted by health cure providers
ard third party pavors in connection therewith,

278, Had the Statc of Tennessee known that Detendanl violated the fedoral
and smate laws cited herein, it would not have paid the ¢laims submitied by health care provicers

i connection with Defendant’s frandulent and illegal practices,
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279. As g resull of Defendant™s violations of Tenn. Code Ann. §§4-18-183, “he
State of Tennessee has been damaged i an amount far in excess of miliions of doHars exclusive on
inerest.

280, Bergman is a private person with direct and independent knowledge of the
aliegations in this Complaint, who has brought this action pursuant (0 Tenn. Code Ann. §i4-
18-103 on behalf of herseif and the Swate of Tennessee,

COUNT FIFTEEN

Vielations of the Texas Medieaid Fraud Prevention Act
Tex. Hum. Res. Code, 8836.001_ ¢r yeq.

281. Paragraphs 1 through 160 are incorporated herein as though set forth fully.

282, This Count is brought by Plaintift-Relator Bergiman i the name of the State
of Texas under the gud fam provisions of the Texas Medicald Fraud Prevestion Act, Tx. Human
Resaurces Code, Ch. 36, §36.101 ef seq.

2R3, Deferidanl Abbot at all fitnes relevant to this acton soik! and marketed, imd

continues 1o sell and market, pharmacenticals in the State of Texas, including TriCor,

284, Specifically, Defondant has:
) caused thousands of false claims to be preseuated to the State of Texas:
» knowingly made, used or caused to be made or used false records 10 gl

false claims paid;

. vonspired to defraud the state by getting falsc and fraudulent claims
allowed or paid; and,

* fmiled to disclose the existence of the false claims it has caused 1o be
presented.

3
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285, By virtue of the above-described acts, among others, Defendant Abboit
knowingly vaused to be presented false or fraudulent claims for payment or approval, and continuzs
to cause to be submitted false or frandulent ¢laims for payment or approval, dircetly or indirectly,
to officers. employees or agents of the State of Texas lor 'I'riCor,

286. The amouonts of the false or fraudulent claims to the State of Toxas were
muterial.

287. Plaintiff State of Texas, being unaware of the falsity of the c¢laimas
cansed te be submiticd by the Defendant, and n reliance on the accuracy thereof paid and
continues to pay for non-covered and non-reimbursable claims for TriCor,,

COUNT SIXTEEN

Violations of the Virginia Fraud Against Taxpayers Act
Va, Code Ann, §§ 8.01-216.1. ef seq,

288, Paragraphs 1 through 160 are incorporated herein as though set forth fully.

280, This Count is brought by Plaintift-Relator Boggman in the name of the
Commonwealth of Virginia under the gui fam provisions of the Virginia Fraud Againsi
Texpayers Act, Va. Swut. Ch. 842, Armicle 19.1, § §.01- 216.1 et seq.

290. Defendant Abbo#r at all fimes relevant 1o this action sold aml marketed, ind
continues W scll and market, pharmacouticals in the Commonwealth of Virginia, including
TriCor,

261. By virtug of the above-described acts, among others, Defendant Abbott
keowingly caused to be presented false or fraudulent ¢laims for payment or approval, and continues
to cause 1o be submitted false or fraudulent claims for payment or approval, directly or indirvcly.
to officers. employecs or agents of the Commonwcealth of Virginia, for TriCer.

202, Specifically, Defendant hay:
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. caused thousands of false claims o be presented to the
Commonweaith of Virginia;

. knowingly made. used or causcd to he made or used false records to gat
false claims paid;

» couspired to defraud the state by getting false and fraudulent claims
allowed or paid; and.

. failed to disclose the oxstence of the false ¢laims it has caused to be
preserted,
293, The amounts of the false or fravdulent claiins ¢ the Commonwealth of

Virginia were material.

294, Plainti{f Commonwealth of Virginia, being unaware of the fulsity of the
clazims caused so he submitted by the Defendant, and in retiance on the accuracy thereof puid
and ¢ontinugs to pay for non-covered and non-reimbursable claims for TriCor.

COUNT SEVENTEEN

Violations of the Indigna False Clainis and Whistichlower Pratection Act
Burns Ind. Code Ann, §83-11-8.5, of zeg,

295, Paragraphis 1 through 160 are incorporated herein as though set [orth fully.

286, This Count is brought by Plaintiff-Relator Bergman in the name of
the State of Indiana under the qui fow provisions of IC 341.5.5-4, for the Defendant Abbolt's
violations of [C 8-11-8.3-2.

297. Defendunt Abboty, al all lnes relevant 1o this action. sold and contin 1e8
e sell pharmaceuticals in the State of Indiana, including TriCor.

298, The Indiana False Claipss and Whistleblower Act, Ind. Code § 3-
T1-5.5- 2(b) {2008y, specifically provides thai by cngaging in vertain acts a person commits
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ar unlawful act and shall be liable to the state for civil penaltics ol at lcast $3.000 and for up to

three times the amount of damuages that the state sustaing because of the act of that person,

mncluding:

{1

I
@)

(3)

4

295,

Presents a false claim to the stale for payvment or approval; or

making or using a false record or statement (o obtain payment or approval
of a talse claim from the state: or

conspiring with another person to perform an act described above; or

Causing or induecing another person to perform an act deseribedd above.

Through the scts described above and otherwise, Defendant Abbort

knowingly caused 1o be presented for payment and approval to the Indiana Medicald

program, possibly continues (o canse to be presented, directly or indireotly, 1o officers, employees

or agents of the Swte of Indiana, false and frandulent ¢laims in order w induce Medicaid

reimbursement for TriCor, and Defendant Abboit’s oiher drugs, that were not eligible lor oy

such reimbursement,

303

Specifically, Defendant has:

caused thousands of false claims to be presented to the State of Indiuta;

knowingly made, used or caused to be made or used false records to get
talse claims paid:

conspired o defraud the state by getting lalse and fraudulent claums
allowed or paid; and,

falled 1o disclose the existence of the false claims 11 has caused 1o be
presented.


http:exister.ce

Case 2:09-cv-04264-CDJ Document 18 Filed 01/06/12 Page 77 of 104

301. As a resull, Plaimift Indiana reimbursed Medicare and Medicaid
pa-ticipating providers for ineligible claims of TriCor, resulting in material financial losses
the Smte of Indigna,

302. Plainiiif State of Indiana, unawarc of the falsity of the claims caused to be
presented by Defendant Abbott, and in reliance on the accuracy thereof, have paid and approved,
and continue 10 pay and approve, claims tor TriC’er that woukl not have been paid or approved in
any part if the truth were known.

EHEN By reason of Defendant Abbott's wrongful conduet, Indiana tas
sulfcred substantial losses in an amount to be proved at trial. and therefore is cntitled to multiple
damages under the State’s false claims act in an amount to be determined at trial, plus civil
penaltivs for cach such false stalement caused to be made or used by Abbott,

COUNT EIGHTEEN
Violations of the Nevada False Claims Act

Submissivn of False Claims ¢o State or Local Government
Nev. Rev, Stat, Ann. 88337 010, et seg.

304, Paragraphs | through 160 arc incorporated herein as though set forth fully.

305, Thiz Count is brought by Plamntiff-Relator Bergman in the name of the
State of Nevada under the gqu/ tom provisions ol Nevada Rev. St §357.010 er seq.
“Submission of False (laims to State or Local Government.”

306, Defendant Akbotr, at all tmes refevant 1o thig action, sold and continue 1o
sell pharmaceuticals in the State of Nevada. including TriCor,

307 Through the acts descrtbed above and otherwise, Defendant Ahbott
knowingly caused o be presented for payment and approval (o the Nevada Medicaid progrim.
possibly continues © cause to be presented. directly or indirectly, to ollicers, emplovees or ugents of
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the State of Nevada, fulse and fravdulent claimz i order io indduce Medicsid reimbursement tor
TeCor

308, Specifically, Defendant has:

. caused thousands of faise claims to be presented to the Slate of
Nevads;
. knowingly made, used or cansed to be made or used false records to et

falsc claims paid;

» conspired to defraud the state by getting false and fragdulent ¢laims
allowed or paid; and,

. failed 1o disclose the exdstenee of the false claims it has caused to be
presented.
309, At all times relevant and material to this Complaint, Defendant Abhott

krowingly caused false claims for payment or approval for 1riCor to be presented o offiears
and employces of the federal and state goverraments. As & rosult, the federal and statc
go vernments reimbursed Medicare and Medicald provider pharmacies for incligible claims for
Trilor, resulting in great {inancial loss to the Nevada government.

310. Ry virtue of the above-described acts, among others, Defendant Abtbott
kriowingly causcd to be made or used and continues to cause 1 be made or used false or fraudulont
statements 1o got claims allowed or paid for Tricor by the State of Nevada.

311 The amounts of the false or faudulent claims and statements caused 1o he
made by Abbott to the State of Novada were material,

312, Plaintift Stale of Nevada, being unaware of the falsity of the chaims ancfor
staternents caused W be made or used by Defendant, and in reliance on the accuracy thereof

piod and continues 1o pay for non-covered and non-reimbursable claims for TriCor
8
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COUNT NINETEEN

Visolations of the New Humpshire False Claimos Act
88167:61-b, ef seq.

KERS Paragraphs 1 through 160 are incorporaied herein as though set forth fully,

314, This Count is brought by Plaintiff-Belator Bergman in the name of t1e
State ol Mcw Hampshire under the g tam provisions of New [lampshire False Claims At
167:61-b et yeq.

315, Detendant Abbott at all times relevant to this action s0ld and marketed, aad
coatinues to sell and market, pharmaceuticais in the State of New Hampshire,

316, Through the acts described above and otherwise, Delendant Abbott
knowingly caused 10 be presented for payment and approval 10 the New Hampshire Medicad
and Medwcare programs, and continues to canwe (o be presented, false and fraudulent clais,
divectly or indirectly, to officers, emplovees or agents of the State of New Hampshirz, {0 induce
Medicaid and/or Medicare retmbursement for claims for TriCor that were not ard are not eliginle
for any such reimbursement.

317, Through the acts described above and otherwise, Defendant Abton
kriowingly caused to be made or used, and continues (o cause to be made or used. false und
fravdulent records andfor statements, in order to get claims for TriCor allowed or paid by

Medicaid and/or Medicare, that were not ¢ligible for any such reimbursement.

3iR. Specifically, Defendant has;
» caused thousands of false claims to be presented to the State of Dew
Huampshire;
» knowingly made. used or caused to be made or used false revords to get

talse claims paid;
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. conspired to defraud the state by getting false and fravdulent ¢lai ns
allowed or paid; and,

. failed w disclose the existence of the false claims it has caused to be
presented.
314 The amounts of the false or fraudulent claims to the State of New

Huampshire were material.

320, Plaintiff State of New Hampshire, unaware of the falsity of the claimns
presented or caused to be presented by Defendant Abbott, and in reliance on the accuracy thereof]
have paid and approved, and continue to pay and approve, claims for Defendant Abbott’s dmigs
thit would not have been paid or approved n any part if the truth were known.

321, By rcason of Defendant Abboft’s wrongful conduct, New Hamgpshire has
suffered substantial losses in an amount to be proved at trial, and therefore is entided to multisle
damages under the False Claims Act, to be determined at trial, plus the maxtmum penaliies
for each such false statewent caused to be made or used by Defendant Abbott and each such
false claim caused to be submitied by Defendant Abbott,

COUNT TWENTY

Violations of the New Mexico False Claims Act
N, Stat ANN, 8327-14-1 ef sen,

322 Paragraphs 1 through 160 arc incorporated herein as though set forth ful y.

323 This Count is brought by Plaintil~Relator Bergman in the name of the
State of New Mexive under the guf fam provisions of the New Mexice Medicaid False Clanms
Act, KM, Stat, Ann. §27-14-1 ¢f sey.

324, Defendant Abbott at all times relevant to this action sald and marketed, and
continues to sell and market, pharmaceuticals in the State of New Mexico, including TriCor.

B0
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328 Through the acts described above and otherwise. Defendant Abbeat
knowingly caused to be presented for payment and approval to the MNew Mexice Medicaid
and/or Medivare programs, and continucs to cause 1o be presented, false and fraudulent claims
dirzetly or indirecily, to officers, emplovees or apents of the State of New Mexico, in order o
induce Medicaid and/or Medicare reimbursement for claims for TriCor that were not cligible for
any such reimburscinent.

326 Through the acis deseribed above and otherwise, Mefendant Abbote
knowingly caused o be made or used, and continues to cause to be made or used. false ax
fraudulent records ard/or statements, in order to get claims for TriCor allowed or puid 2y
Mudicaid and Medicare thet were not eligible 1or any such reimbursenent.

327 Specifically, Defendant has:

) caused thousands of false claims to be presented to the State of Nevada:

v knowingly made, vsed or caused to be made or used false records to pet
false claims paid;

. conspired to defraud the state by getting false and fraundulent ¢laing
allowed or paid; arxl,

. failed w Jdisclose the existence of the false ¢iaims it has cavsed to be
presented.
328, The amounts of the false or [ruudulent claims caused to be made to he

State of New Mexico were material,
329, Plainiiff State of New Moxico, wnaware of the falsity of the claims

presented or cansed to he presented by Uefendant Abbott, and in reliance on the accuracy thercof,

£1
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have paid and approved, und continue o pay and approve, claims for TnCor that would not huve
been paid or approved in any part if the truth were known,

330. By reason of Defendant Abbott’s wrongful conduct, New Mexico has
suffered subslantial losses in an amount to be proved at trial, and therefore is entitled to multinle
damages under the False Claims Act, to he determined atf trial, plus the maximum civil pensity
al owed under the state law for cach such false claim caused 10 be submitted by Defendant Abtott
ard cach such false statement caused to be made or nsed by Deivndant Abbott,

COUNT TWENTY-ONE

Violations of the New Mexico Fraud Against Taxpayers Act
N.M, Stal. $844.9-1 ef seq.

331, Paragraphs 1 through 168 are incorporated herein as though set forth fl v,
332 This s a quid ram action brought by Plaintiff Bergrman on behalf of the Siate
of New Mexico to recover treble damages. civil penalties and the cost of the ¢ivil action under the
New Mexico Froud Against Taxpuyers Act, N.M. Stat. Ann. §44-9-1 2¢ seq. N .M. Stat, Aan.
§ 44-9-3 {A} of the New Mexico Fraud Against Taxpavers Act provides that a perion
shail nat;
{1 knowingly present, or cause 1o be presented, 1o an employee, office: or

agent of the state or (o a contractor, grantee or other recipiont of state funds
a false or fraudulent elaim for payment or approval;

{2y knowingly make or usg, or cause to be made or used. a false eeord or
statement to obtain approval or payment on a false or fraudulent claim;

{3}  conspire 1o defraud the siate by oblaining approval or payment on a filse
claimy;

{4}  as a beneficiary ol an inadvertent submission of « falsc claim and havipg
subsequently discovered the falsity of the claim, fail to disclose the
falsc claim to the state agency within a reasonable time afler discovery,

%l
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333, Pursuant to N.M. Stat, A, § 44.9-3(B) of the New Mexico Fraad
Against Taxpayers Act, proof of specific intent 18 not required for a viclation of subzection
A of Section 3.

334, Defendunt ot all times relevant 1o this action, seld and continues fo sell
pharmaceuticals in the State of New Mexico.

335, By virtue of ylictt iflegal conduet and the other misconduct alleged hereln,
inchuling causing the submissions of pon-reimbursable claims for prescription drigs
deseribed above and using or causing w be used {alse or fraudulent records to accompligh this
purpoze, Defendant viclated NM, Stat, Ann. § 44-9-3{(A) of the New Mexico Fraud Agatast
Tuxpaysrs Act with the requisite intont.

336, Specifically, Defendant has:

. caused thousands of false claims to be presented to the State of Now
Mexico;
. knowingly madc, used or caused to be madc or used false records to

gel false claims paid:

. conspired o defraud the state by getimg false and fraudulent claims
allowed or paid; and,

. failed to disclose the existence of the false claims it has caused o he
presented.
337 For example, claims for reimbursement for off-lahel prescriptions of

Abbott's drug TriCor preseribed (o government-funded health care prowram beneficiaries for non-
medicatly accepled indications would not have boen submitted to and paid the State of Mew

Mexieo bt for the (tlegal practices of Defendant described in this Amended Conplaint.
a3
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338, The New Mexico Medicald Progranms, unaware of the falsity or Faudulent
na.are of the clarms caused by the Detendant, paid for claims that otherwise would not have
be:n allowed.

3349, By reason of these improper payments, the New Mexice Medicaid
Program has been damaged, and continues to be damaged. in a substantial amount.

340 Defendant did not, within a reasonable period of tine atbor first obtaining
inormation as to such viplations., {urnish such information to officials of the State responsible “or
investigating false clairos vielations, did not otherwise fully cvoperate with any investigation
of the violations, and have not otherwise fumished information to the State regarding the claims
for reimbursement at issue.

341, Plaintiff is private persons with divect and independent knowledge of e
al gzations in this Complaint, who have brought this action pursuant to N.M. Stat, Ann. § 44-9-8 of
the New Mexico Fraud Against Taxpayers Act on behall of berself and the Siate of New
Mexico,

COUNT TWENTY-TWG

Violations of the Michigan Medicaid False Claims Act
MCLS §3406.601. ¢ seq.

342, Paragraphs 1 through 160 are incorporated herein as though set forth fully.

343, This Count is brought by Plaimtiff-Relator Bergman in the name of the
Sate of Michigan under the gui fm provisions of the Michigan False Claims Act, MCLA.
400.601 g1 s0q.

344, Drefendunt Abbott at all times relovant to this action sold and marketed, and

gonsinues to seil and market, pharmaceuticals in the Stute of Michigan. including TriCor

84


http:othcn\1.se

Case 2:09-cv-04264-CDJ Document 18 Filed 01/06/12 Page 85 of 104

345, Through the acts described abuve and otherwise. Delendant Abbott
kreywingly caused to be presented for payment and approval {o the Michigan Medicaid andror
Medicare programs, and comtinues to cause to be presented, false and fraudulent claims, dircorly
or indircetly, to officers, employees or agents of the State of Michigan, in order to induce
Medicaid to reimburse Medicaid participating pharmaceulical providers for TriCor when those
cluims were not and are not eligible for any such reimbursement.

348, Through the acts described above angd othorwise, Defendant Abbatt
knowingly caused 10 be made or used, and continues to cause 10 he used or made, false and
fizudulent records and/or staterments, in order to get claims for TriCor allowed or paid by
Medicaid that were not eligible for any such reimbursement.

347 Specifically, Defendant has:

* caused thousands of false claims to be presented 1o the State of
Michigan;
» knowingly made. used or causcd to he made or used false records o gel

false claims paid;

. conspired to defraud the state by petting false and fraudulent claims
allowed or paid; and,

. fatled to discinse the existence of the false cluims ¢ has caused o be
presented.
348 The amounts of the false or fraudulent claims caused to he made to the

Sate of Michigan were material,
349. Plaintiff State of Michigan, unaware of the {alsity of the claims cavsed

1 be presented by Delendant Abbot, and in reliance oy the accuracy thereof, have paid and
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approved, and conlinue © pay and approve. claims for TriCor that would not have been paid or
approved in any parl i the fruth were known.

350, By reason of Defendant AbbotCs wrongful conduct, Michigan has suffersd
substantial financial losses In an amount to be proved at trial, and therefore is entitled 1o multiyle
damages under the False Claims Act, to be determined atf trial, plus the maximum allowable
eivil penalties for cach such false stutement caused 1o made or used by Defendant Abbott and each
such false elaim caused {o be made by Defendant Abbott,

COUNT TWENTY-THREE

Viglations of Michigan Pablic Acts, 1977 PA 72, as amendcd by 1984 PA 333
as amended by 2005 BA 337, as amended by 2008 PA 421

351, Paragraphs 1 through 160 yre incorporated herein as though set forth fudl v,

352 This is a claim for treble damages and penalties tinder the Michigan
Medicaid False Claims At brought by Plaintift Bergman on bebalf of herself and the State of
Michigan.

353, By viriue of the acts described above. Defendant has violated the
Michigan Mudicaid False Claims Act,

354, Specifically, Delendant has:

. cansed thousands of false ¢laims to be presented 1o the State of
Michigan,
. knowingly made, used or caused 1o be made or used fulse records to get

false claims paid:

* conspired to defraud the state by gotting false and fraudulent claims
atlowed or paid: and,

. fatled 1w disclose the existence of the fanise claims § has caused io he
presented.
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335 For example, prescriptions for the purposes for olf-label and non-
medically accepted uses would not bave been presented but for the illegal incentives and
un awful promotional activities made by Defendant,  As a result of this illegal scheme,
these claims were improper in whole pursuant to the State of Michigan's False Medicaid
Chums Act,

334, By virtue of the acts described above, Abbott knowingly made, used. or
caused (o be made or used, false records and stalements, and omitted material facts, to induce
the governmenl (o approve and pay such false and fraudulent claims,

337. FEach prescription that was written as a result of Defendant’s illegal
marketing  ractices represents 8 false or fraudulent record or statemcent. Fach claim o
reimbursement for such off-label prescriptions submitted 1o a State-funded health insurarce
program represents a false or fraudulent claim for payment.

338, Plaintiff cannot at this time identify all of the false claims for payment
that were caused by Abbott’s conduct, The [alse claims were presented by many separate
entities, and pver many vears,

359, The Michigan State Government, unaware of the falsity of the records,
statements, and claims made, or caused 1o be made by Abboit, paid and continues to pay the
clawns that would not be paid but for Abbott's lalsc and llegal off-lubel marketing scheme,

360, By reason of Abbott™s acts, the Michigan State (fovernment has been
damaged, and continues to be damaged. in substaniial amounts to be determined at trial.

361 ‘The State of Michigan is entitled to the maximum penalty for each and
gvery ltalse or fraudulent claim, record, or stalement made, used, presented, or caused 1o be

made., used, or presented by Abbott,
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362, Defendant did not. within a reasonable period of time afier first obtainmg
information as to such violations, furnish such informwation to officials of the State responsivle
for investigating false claims vielstions, did not otherwise fully cooperatc with oy
mvestigation of the violations, and have not otherwise furnished information to the State
regacding the claims for reimbursement at issue,

363 Plaintill is a private person with direct and independent knowicdge of the
aliegations in this Complaint, who has brought this action pursuant to Michigan’s False Clatms Act
ot hehalf of herself and the Suste of Michigan,

COUNT TWENTY-FOUR

Violations of the New York False Claims Act
NY CLS 8t Fin, 88187 ¢ soa.

364 Paragraphs 1 through 160 are incorposated herein as thongh set forth fully,

363, This Count is brought by Plaintifl-Relator Bergman in the name of he
State of New York under the gui tam provisions of the New York False Claims Act, NJY. 8t
Fin. Taw, §187 ¢t s¢q.

3466, Defendant Abboit at all times relevant to this action sold and marketed, argd
continues to sell and market, pharmaceuticals in the State of New York, including TriCor.

367, The New York False Claims Act, State Fin. Law § 189 specifically
provides, in part. that a person commits an unlawful act if the person:

(aj knowingly presenis, or ¢auses to be presented, to any employee, officer or

agent of the state or a local government, a false or fraudulent clmim for
payment or approval:

() knowingly makes. uses, of causes to be made or used. a false record or
slaternent o get a false or fraudulent claim puid or approved by the state or
local govermment;
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{v} conspires to defraud the siaie or a local government by gotting a false or
fravdulent claim allowed or paid.

368, Through the acts described above and otherwise, Delendant Abbott
krowingly caused to be prosented for pavment and approval to the New York Medicaid and/or
Medicare programs, and continues 1o cause to be presented, false and fraudulent claims, direcily
or indirectlv, to officers, employees or agents of the State of New York, in order te induce
Medicaid and or Medicare to reimburse Mcodicaid or Medicare participating pharmaceutical
providers for TriCor when those claims were not and are not eligible for any such
reimbursement.

369, Through the acts described above and otherwise, Defendant Abbolt
knowingly cansed to be made ur uscd, and continues o cause 1o be used or made, falye and
fraudulent records and/or statements, in order to get claims for TriCor allowed or paid by
Nedicaid and/or Medicare that were not eligible for any such reimbursement,

370, Specifivalty, Defendant has:

. vaused thousands of false claims o be prosented to the State of New Yok

. knowingly made. uscd or caused to be made or uscd false records o got
falsc claims paid:

» conspired 1o defrand the state by getiing false and fraudulent ¢da ms
altowed or paid: and,

. futled to disciose the existence of the false ¢laims it has caused to be
presented.
371, The amounts of the false or fraudulent claims io e State of New York

were material,
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3732. Plaintiff State of New York, unaware of the {alsity of the ¢laims caused 0
be presented by Defendant Abbott, and m reliance on the acauracy thereof, hive pad and approved, wd
cor finue to pay and approve, claims for TriCor that would not have been paid or approved in any part il
the truth were known,

373. By reason of Defendant Abbott's wrongiul conduct, New York his
sultered substantial financial losses in an amount o be proved at trial, and therefore i3 entitled
to multiple dammages under the btalse Claims Act, 10 be determined at tral, plus the maximoem
alloywable ¢ivil penalties for szach such false stafement caused to made or wsed by Defendont
Abbott and each such false claim vauscd to be made by Defendant Abhott,

COUNT TWENTY-FIVE

Yiolations of the Okldahoma Mcedicaid False Claims Act
63 Okla. Stat, 385053, af veq.

374. Paragraphs | through 160 are incorporated hercin as though set forth fally,

375, This is 2 ¢ui fam action brought by brought by Bergman and the State of
Oklahoma tw secover ireble damages, civil penalties and the cost of this action, under the
Oliahoma Medicaid False Claims Act, 63 Okla. Stat. § 3053, ¢f seq.

376. Defendant, from at least 2000 to the present, has engaged in a
centimuous practice of using and concealing snlawful marketing practices to promote the ¢ff-
lasel and medically unnecessary use of TriCor, with the result that it has: (2) knowingly presenled
ard caused to be presented, to an officer and employec of the State of Oklahoma, false end
frandulent <laims for payment and approval; asd (h) have knowingly made. used, and causec to
be made and used. false records and siatements to get false and fraudulent claims paid and

approved by the State of Oklahoma.
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377,

The Oklaboma Medicaid False Claims Act, 83 Okla. Stai § 30531 (F),

speciflcally provides in purl:

i

Any person who:

{1} knowingly presenting or causcs to be presented, to an officer or
employee of the Suae of Oklahoma, a falsc or fraudulent claim for
pavment or approval;

{2} knowingly makcs, uses, or cavses to be made or uscd, a false
record or statement to get a talse claim paid or approved by the state; arul,

(3} conspirgs to defraud the state by getting a false clam allowed or peid
by the governmertal entity,

is \able 1o the State of Okiahoma for a ¢ivil penalty of not Iess than 3 300000 and nat more

than $10,000.00, ... plus three times the amount of damages which the state sustains beeause of

the: ael of that person,

378.

Defendant knowingly and intentionally caused to be made [ sc

staternents and misrepresentations of material facts on applications for payment under the Oklahona

Medicald program, claims which failed 10 disclose the material vielations of the Oklaho na

edicald Falise Clatms At

374,

Specifically, Defendant has:

caused thousands of false ¢laims to be presented to the State of
Oklghoma;

konowingly made, used or caused to be made or used false records to get
false claims paid;

conspired to defraud the state by getting false and fraudulent elaims
allowed or paid; and,
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» fatled ¢ disclose the existence of the faise claims it has caused to be
presented,

380, For example, prescriptions for the purpases of off-label and non-
medically accepted uses would not have been presented but [or the illegal incentives and
unlawiul promotional activities made by Defendant. As a result of this llegal scheme, these
claims were improper in whote pursuant o the State of Oklahoma State False Medicard Clains
Avt.

381, By virtue of the acts described above, Abbott kaowingly made, used,
or caused 0 be made or used, lalse reeords and statements, and vmatiod material facts, o induce
the government to approve and pay such lalse and fraudulent ¢laims,

382 Each prescription thal was weitten as a result of Defndant’s iltezal
moarketing scheme represents g false or fraudulent record or statement. Each clain for
reimbursement for such prescriptions lor non-medically accepted uses submitted to a Stite-
funded health insurance program represents a false or fraudulent ciaim for payment.

383, Plaintift cannot at this time identify «ll of the false claims R payment that
were caused by Abbolt’s conduct. The false claims were presented by many separate entit ¢s,
ard over many vears.

384, The Oklahoma Staic Government, unaware of the falsity of the records,
statements, and claims made, or caused 1o be mads by Abbott. paid and continues t pay the
claims that would not be paid but for Abbott’s false and illegal off-label marketing practices.

385 For reason of Abbott’s acts. the Oklahoma State Goverrunent has buen

damaged, and continues to be damaged, in subsiantial amounts o he determined at trial.
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384, Oklahoma is entitled to the maximum penalty for each and cvory false or
fraudulent claim, record, or statement made, used, presented. or caused o be made, used, or
presented by Abbot,

387. Defendant did not, within a reasopable perlod of tme after first obtaining
inTormation as to such vislations, fumish such infermation to officials of the Suie
responsible for investigating fulse claims violations, did not otherwise fully cooperate with any
mestigation of the vieclations. and have not otherwise furnished information 1o the State
regarding the claims for reimbursement at fssue.

K}:4.4 Relator 13 a povate person with direct and independent knowledge of he
allegations in this Complaint, who has brought this action pursuant to Oklahoma False Medicaid
Claims Act on behalf of herself and the Stae of Oklahoma.

COUNT TWENTY-SIX

Violations of the Wisconsin False Claims for Medical Assistance Act
WIS STAT. 8820931, ef seq.

384, Paragraphs | through 160 are ncorporated herein as though set forth fully.

390, This is a gui tam action brought by brought by Bergman and the State of
Wisconsin to recover treble dammages, civil penalties and the cost of this action, under the
Wisconsin False Claims tor Medical Assistance Act, WIS, STAT. § 20,931, et seq.

391, Detendant, from at least 2000 (o the present, have engaged in & continuous
practice of using and voncealing unlawful marketing praclices to promote the off-lubel usc of
TriCor, with the result that they have: (a3 knowingly presented and caused to be presented, o an
officer and ¢mployee of the State of Wisconsin, false and fraudulent claims for payment und
approval; and (b} bave knowingly made, used, and caused to be made and uscd. false records
and statements to get false and frauvdulent claims patd and approved by the State of Wisconsin.
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392,

The Wisconsin False Claims for Medical Assistance Act, WIS, 8TAT.

§20.93 12}, specifically provides in part:

(4

{2}

(3}

@

393.

Except as provided in sub. (3). any person whe docs any of the
following is liable o this stale for I times the amount of the dunarcs
sustained by this stute bocause of the actions of the person, and shall tforfeit
riot less than 33,000 nor more than $10,000 for cach violation,

Kanowingly presents or causes to be presented to any officer, ¢mployes,
or agent of this state a false claim for medical assistance.

Knowingly makes, uses. or causes to he made or gsed a false recerd
or statement to obtain approval or payment of a false claim for medical
assistance.

Conspires to defraud this state by ebtaining allowance or payment of a
false claim for medical assistance, or by knowingly making or using, or
causing 10 be made or used, a false record or statement & onecal,
avoid, or decrease an obligation to pay or transmit money or properly 16
ihe Medical Assistance program.

Defendant knowingly and intentionally caused 1o be made laisc

statements and misrepresentations of material facts on applications {or payment under the Wisconsin

Medicaid program. claims which lailed to disclose the material violations of the Wisconsin

Fulss Claims for Medical Assistance Act.

394,

Specifically, Deferdant has:

caused thousands of lulse claims to be presented to the State of
Wisconsin,

knowingly made. used or caused o he made or used false records to get
false claims paid;

conspired to delraud the state by getting false and fimudulent claims
allowed or paid: and.
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» failed to disclose the custence of the false claims it has caused to be
presented.
393, For example, prescriptions for the parposes of offulabel and non-

medically accepted uses would not have been presented and paid but for the illegal
inzentives and unlawful promotional activities made by Defendant.  As a result of this
ilizgal scheme, these claims were mproper in whole pursuant 10 the State of Wisconsin State
False Medicaid Claims Act.

396. By virtue of the acts described ahove, Abbott knowingly made, used, or
caused to be raade or used, false records and statements, and omitted material facts, w induce the
government to approve and pay such false and fraudulent claims.

347, Lach prescription that was writtcn as a result of Defendant’s
illegal marketing practices represents g false or fraudulent record or statcment.  Fach claim for
reimbursernent for such prescriptions {or off-label and pon-medically aceepied uses submitied
to a State-funded health insurance program represents a false or fraudulent claim for payment.

398, Plaigtift cannot at this time identify all of the talse claims for
payment that were caused by Abbott’s conduct. The false claims wcere presented by muny
separale entitics, and over many years,

309, The Wisconsin Smte Government, unaware of the falsity of the records,
statements, and claims made. or caused to be made by Abbolt, pald and continues o pay the
claims that would not be paid but for Abbott’s false and illegal off-Iabel marketing scheme.

300, By reason of Abbott’s acts, the Wisconsin State Government has been

damaged. and vontinucs to be damaged, in subslantial amounts to be determined at trial.
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461, Wisconsin is entitled o the maxunum penalty for each and every false or
frz pcdulent claim. record, or statement made, used, presented, or caused to be made, used, or
presented by Abbaott

#02. Defendamt did not. within a reasonable period of time afier first oltaining
inTarmation as to such vielations, furnish such information to officials of the Staw responsible
for investigating false claims violations, did not otherwise fully cooperate with any
investigation of the vislations, and have not otherwise [wmished information to the State
regarding the claims for reimbursement at issue,

403, Relator is a private person with direct and independent knowiedge of he
allegations in this Complaint, who has brought this action pursuant o the Wisconsin False
Claims for Madical Assistance Act on behalf of herself and the Suate of Wisconsin.

COUNT TWENTY-SEVEN

Vislations of the Rhode Island State False Claims Aet
R I Gen. Laws §36-1.1-1. ¢f seq

404. Paragraphs | through 160 are incurperated herein as though set forth fully,

405. This 13 a gad tan action brought by brought by Bergman and the State of
Rhode Island to recover treble damages, civil penalties and the cost of this action, under he
Rhode Island False Claims Act, R Gen. Laws § 9-1.1-1, &7 s2g.

406, Defendant, from at least 2000 fo the present, have cngaged i & continuous
practice of vsing and concealing unlawful marketing practices 1o promote the off-label use of
TriCor, with the result that they have: {a) knowingly presented and caused to be preseniod, @ an
olficer and emplovee of the State of Rhode Island, false and fraudulent claims for payment und
approval; and (b} have knowingly made, used, and caused to be made and used, false records and
stitements to gel false and fradulent claims paid and approved by the State of Khode Tsland.
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407,

The Rhode island False Claims Act, R.L Gen. Laws § 9.1.1-

3(a). specifically provides in part;

(a}

(1

(=

408,

Any person who!

Knowingly presents, or causes (o be presented, to an officer or emplovee
of the state or a membor of the guard a false or fraudulent claim “or
PAYIMCDL OF approval:

Knowingly makes, uses, or causes to be made or used, a false record or
statement to gel g false ar fravdulent ¢latm paid or approved by the state;

Conspires 10 defraud the state by getting a false or fraudulent claim
allowed or paid; . is liable o the state for a civil penalty of pot less than
five thousand dollars ($2.000) and not morc than ten thousand dollars
($10L,004), plus three (3} times the amount of damages which the state
sustains because ol the act of that person. A person violating tais
subsection {a} shall also be lHable 10 the staie for the costs of & ¢ivil agtion
brought to recover any such penalty or damages.

Defendant knowingly and intentionally caused w be made false statements

ard misrepresentations of material facts on applications for payment under the Rhode Islind

Medicaid program, claims which failed to disclose the material vielationg of the Rhode Islund

False Clairms Act.

408,

Defendant knowingly und intentionally caused to be made fuise statements

and migsrepresentations of material facts on applications for pavment under the Rhode Island

Medicaid program. claims which failed to disclose the material violations of the Rhode Ishnd

False Clalms Act.

210,

Specifically, Defondant has:

caused thousands of false claims o be presented to the Stale of Rhode
stand;

e
ek
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. knowingly made, used or cansed to be made or used false records to get
false claims paid,

s cunspired fo defrawd the state by gefting false and fravdulent claitas
allowed or paid; and,

. failed 1o disclose the existence of the false claims it has caused © be
presented.
411. For example, prescriptions for the purposes of off-label and ncn-

medically accepted uges would not have been presented but for the ilegal incentives and
unlawful promotional aclivities made by Defendant. As a result of this illogal scheme,
these claims were improper in whole pursuant to the State of Rhode Island False Claims Act,

412. By virtue of the acts described above, Abbott knowingly made, used, or
caused to be made or used, false records and statements, and omitied maicrial facts, 10 induce
the government 1o approve amd pay such false and lraudulent claims,

413 Fach prescription that was written as a resnlt of Delendant's
illegal marketing practices tepresents g false or fraudulent record or statement. Each claim for
reumburserment for such preseriptions for non-medically accepted uses submitted 1o ¢ Stetew
funded health Insurance program represents a false or fraudulent claim in payment.

414, Plaintifl’ cannot at this lime identify all of the false claims for payaent that
ware caused by Abbott’s conduct. The false claims were presented by many separate entit ¢s,
ard over many yeass.

413. The Rhode Island State Government, wnaware ¢f the [alsity of the records,
statcments, and claims made, or caused to be made by Abbett, paid and continues to pay the

claims thal would not be paid but for Abbott’s false and itlegal oll-label marketing scheme.
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416, By reason aof Abbott's acts, the Rhode Istand State Government has been
damaged, and continnes to be damaged, in substantial amounts to be determined at trial.

417. Rhede Island s entitled to the muximum penalty for cach and every false
or fraudulent claim, record, or statement made, used. presented, or caused to be made, used, or
presented by Abbott.

J18. Defendant did not, within a reasonable period of time after first obtaining
nformation as to such violations, fumish such information to officials of the State responsible
for investigating false claims vielations, did not otherwise fully cooperate with any
investigation of the vielations, and have not otherwise furnished information to the Stafe
regarding the claimy lor reimbursement at issue.

419. Relators are private persons with dircet and independent knowledge of the
allegations in this Complaint, who have brought this action pursuant to the Rhode Istand Fa se
Claims Act on behalf of herself and the State of Rhode Island.

COUNT TWENTY-EIGHT

Vioktions of the New Jersey False Claims Act
NI STAT. §8§2A:32C-1

420. Paragraphs 1 through 160 are incorporated herein as though set forth fully.

421, This is a qui tam action brought by brought by Bergman and the
Staile of New Jersey 1o recover treble damages civil penalties and the cost of this action. under
the New Jersey False Claims Act.

422. Delendant, from at least 2000 to the present, has engaged in a continucus
practice of using and concealing unlawiul marketing practices to promote the ofl-lubel and
madically unnecessary use of TriCor, with the result that they have: (a) knowingly presented and
caused to be presented, W an officer and employee of the State of New lersey, false end

o9
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fraudulent claims for pavment and approval; and {b) have knowingly made, used, and caused to
be made and used, false records and satepients 1o get false and [rawdulent claims paid and
apearoved by the State of New Jersey.
423, The New Jersey False Claim Act prohibits any person from;
(1} Knowingly presenting, or causing (0 be prescted, to an officer or

employes of the stale or a metnber of the guard a false or Baudulont clam
for payvment of approval;

{2) Knowingly making, using. or causing to be made or used, a falso record or
statement 1o get a false or fraudulent claim paid or approved by the state;

(3 Conspiring to defraud the state by gotting a false or fraudulent claim
allowed or paid.

424, Defendant knowingly and intentionally caused to be made false
statements and misrepresentations of material facts on applications for payment under 1he
New Jersey Medicaid program, claims which [ailed to disclose the material violations of he
New Jersey False Claoms Act

425 Diefendant knowingly and intentionally caused to be made false statements
and misrepresentations of material facis on applications for payment under the New Jersey
Medicaid program, claims which failed to discloze the material violations of the New Jorsoy
False Claims Act.

426, Speciticaily, Defendont has:

. caused thousards of false claims 1o be presented to the Siate of New Jersey;

. knowingly made, used or caused to be made or used fulse records to get
False claims paid:

. conspired to defravd the state by getting fulse and fraudulent claims
160
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allowed or paid: and,

» falled o disclose the existence of the false claims 11 has caused fo be
presented.
427 For example, prescriptions for the purposes ol off-label and ncn-

medically accepted uses would not have been presented but fur the illegal incentives and
unlawlul promotional activities made by Delendant, As a result of this Uiegal scheme, these
claims were improper in whele pursuant te the Slate of New Jersey False Claims Act.

428, By virtue of the acts described above, Abbott knowingly made, used, or
caased o be made or used, false records and statements, and omitted material facts, to induce the
govermment (o approve and pay such false and fraudulent claims.

429, kach prescription that was written as a result of Defendant’™s illesal
nurketing scheme represents a false or fraudulent record or statement, Each claim for reimbursemernt
for such prescriptions lor off-label and non-medically accepted pses submitted to a Siate-
faaded health insurance program represents a falge or fraudulent clain For payment.

430, Plaintift cannot at this time identify all of the False claims for payment tiat
wetre caused by Abbett’s conduct. The false claims were presented by many sepurale cntities,
and over many years.

431, The New lersey State Government, unaware of the [alsity of the records,
statements, wnd claims made, or caused to be made by Abbott, paid and continues te pay the
claimns that would pot boe patd but for Abbott's false and illegal off-label marketing pracuccs.

432. By reason of Abbott’s acts, the New Jersey Government has been damaged,

ard gontinoes to be damaged, in substantial amounts to be determined at trial,
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433, New Jersey s entitled to the maximum penalty for cach and every false or
frandulent ¢laim, record, or statement made, used, presintod, or caused to be made, vsed, or
presented by Abbott.

434, Defendant did not, within & reascnable perdod of time after first oblaining
information as to such vielations, furnish such intermation o ollicials of the State respousible
for investigating false claims violavons, did oot otherwise fully cooperate with any
investigation of the violations, and have not otherwise fumished Information o the St
regarding the ¢laims for relmbursement at issue.

435 Relator is = private person with direct and independent knowledye of she
allegations in this Complaint, who has brought this action pursuant to the New Jersey False
Claims Act on behalf of herseif and the Stute of Now Jersey.,

PRAYER FOR RELIEF
WHERKFORE, Plaintiff-Relator Amy Bergman, on behalf of herself, the United States
of America and the States. demands and pravs that judgment be enfered as follows apainst the
Defendant Abbott under the Federal False Claims Act Counts and under the various state Falge
C aims Act counts, exchugive of interest and cests, as follows;

{a} In favor of the United States apainst Defendant Abbott for treble the
argourt of damages caused (o Government health Care Programs (Medicaid, Medicire,
Medicure Part D, TRICARFE and FEHBP) from Abbott™s illegal marketing scheme lor 1riCor
as alleged herein, plus the maximuny civil penalties of $11,000 {plus interest) for cach false claim
caused to be submitted. for each false record submitted or caused to be submitted;

{hy  In favor of the United States against the Defendant Abbott for disgorgerrent

of the profiis carned by Defenduant Abbott as a result of s illegal scheme:

H2
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{c) fn favor of Plaiatiff-Relator Bergman for the maximum amount
allowed pursugnt to 31 ULS.C. $3730(d) to include reasonable expenses, attorneys tees and couts
incurred by Plaintifi-Relator Bergman;

() for all costs in bringing and prosecuting this action;

(e) In favor of the Plainti{f-Relator Bergman and the United States for such
other relief as this Court deems just and ¢quitable;

h in favor of the Plaimift-Relator Bergman and the namod Seate Plainti¥s
against Defendant Abbott In an amouat cqual to three times the amount of damages that tac
samned Plamtitf States have sustained as a result of the Defendant’s actions, as well as the statutery
maximum penalty against the Defendant Abbott for each violation of each State™s FCA:

{) In favor of Plaintiff-Relator Bergman for the maximum ameount allowed
as Relator’s share pursuant to the Plainnft State FCAs;

(h} In faver of Plaintff-Relator Bergman for all costs and exponses
associated with the supplemental ¢lulms of the plaintiff States, including attorney’s fees and
COnts;

(i) ir favor of the plantiff States and Plaintifi>Retaior Borgman for all such
other relief as the Courl deems just and proper; and.

(k) Such other relief as this Court deems just and approprate.

REQGUENT FOR TRIAL BY JURY
Pursuant to Rule )8, Federal Rules of Civil Procedure, Plaintifi-Relator Amy Bergman

he eby demands trial by jury.
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DATED: January 4. 2612 Respectfully submitted,
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